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XII of the Table) are included in the 
Table as of October 22, 1998, provided 
that they were administered on or be-
fore August 26, 2002. 

(4) Pneumococcal conjugate vaccines 
(Item XIII of the Table) are included in 
the Table as of December 18, 1999. 

(5) Other new vaccines (Item XIV of 
the Table) will be included in the Table 
as of the effective date of a tax enacted 
to provide funds for compensation paid 
with respect to such vaccines. An 
amendment to this section will be pub-
lished in the FEDERAL REGISTER to an-
nounce the effective date of such a tax. 

[60 FR 7694, Feb. 8, 1995, as amended at 62 FR 
7688, Feb. 20, 1997; 62 FR 10626, Mar. 7, 1997; 63 
FR 25778, May 11, 1998; 64 FR 40518, July 27, 
1999; 67 FR 48559, July 25, 2002] 

PART 102—SMALLPOX 
COMPENSATION PROGRAM 

Sec. 
102.1 Purpose. 
102.2 Summary of available benefits. 
102.3 Definitions. 

Subpart B—Persons Eligible To Receive 
Benefits 

102.10 Eligible requesters. 
102.11 Survivors. 

Subpart C—Covered Injuries 

102.20 How to establish a covered injury. 
102.21 Smallpox (Vaccinia) Vaccine Injury 

Table. 
102.22–102.29 [Reserved] 

Subpart D—Available Benefits 

102.30 Benefits available to different cat-
egories of requesters under this program. 

102.31 Medical benefits. 
102.32 Benefits for lost employment income. 
102.33 Death benefits. 

Subpart E—Procedures for Filing Request 
Packages 

102.40 How to obtain forms and instructions. 
102.41 How to file a Request Package. 
102.42 Deadlines for filing request forms. 
102.43 Deadlines for submitting documenta-

tion. 
102.44 Representatives of requesters. 
102.45 Multiple survivors. 
102.46 Amending a request package. 

Subpart F—Required Documentation To Be 
Deemed Eligible 

102.50 Medical records necessary to estab-
lish that a covered injury was sustained. 

102.51 Documentation a smallpox vaccine 
recipient must submit to be deemed eli-
gible by the Secretary. 

102.52 Documentation a vaccinia contact 
must submit to be deemed eligible by the 
Secretary. 

102.53 Documentation a survivor must sub-
mit to be deemed eligible by the Sec-
retary. 

102.54 Documentation the representative of 
the estate of a deceased smallpox vaccine 
recipient or vaccinia contact must sub-
mit to be deemed eligible by the Sec-
retary. 

Subpart G—Required Documentation for 
Eligible Requesters To Receive Benefits 

102.60 Documentation an eligible requester 
seeking medical benefits must submit. 

102.61 Documentation an eligible requester 
seeking benefits for lost employment in-
come must submit. 

102.62 Documentation an eligible requester 
seeking a death benefit must submit. 

102.63 Documentation a representative fil-
ing on behalf of an eligible requester who 
is a minor or a legally incompetent adult 
must submit. 

Subpart H—Secretarial Determinations 

102.70 Determinations the Secretary must 
make before benefits can be paid. 

102.71 Insufficient documentation for eligi-
bility and benefits determinations. 

102.72 Sufficient documentation for eligi-
bility and benefits determinations. 

102.73 Approval of benefits. 
102.74 Disapproval of benefits. 

Subpart I—Calculation and Payment of 
Benefits 

102.80 Calculation of medical benefits. 
102.81 Calculation of benefits for lost em-

ployment income. 
102.82 Calculation of death benefits. 
102.83 Payment of all benefits. 
102.84 The Secretary’s right to recover ben-

efits paid under this program from third- 
party payors. 

Subpart J—Reconsideration of the 
Secretary’s Determinations. 

102.90 Reconsideration of the Secretary’s 
eligibility and benefits determinations. 

102.91 Secretary’s review authority. 
102.92 No additional judicial or administra-

tive review of determinations made 
under this part. 

VerDate Aug<31>2005 14:03 Nov 12, 2008 Jkt 214177 PO 00000 Frm 00627 Fmt 8010 Sfmt 8010 Y:\SGML\214177.XXX 214177eb
en

th
al

l o
n 

P
R

O
D

1P
C

60
 w

ith
 C

F
R



618 

42 CFR Ch. I (10–1–08 Edition) § 102.1 

AUTHORITY: 42 U.S.C. 216, 42 U.S.C. 239–239h. 

SOURCE: 68 FR 51497, Aug. 27, 2003, unless 
otherwise noted. 

Subpart A—General Provisions 

SOURCE: 68 FR 70093, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.1 Purpose. 
This part implements Section 2 of 

the Smallpox Emergency Personnel 
Protection Act of 2003 (the Act). The 
Act directs the Secretary of Health and 
Human Services to establish proce-
dures for providing benefits to certain 
individuals who sustained a covered in-
jury as the direct result of the adminis-
tration of the smallpox vaccine or 
other covered countermeasure, and to 
certain individuals who sustained a 
covered injury as the direct result of 
accidental vaccinia inoculation 
through contact with certain persons 
vaccinated with the smallpox vaccine 
or with individuals accidentally inocu-
lated by them. Also, if the Secretary 
determines that an individual died as a 
result of a covered injury, the Act pro-
vides for certain survivors of that indi-
vidual to receive death benefits. 

§ 102.2 Summary of available benefits. 
(a) The Act authorizes three forms of 

benefits to requesters deemed eligible 
by the Secretary: 

(1) Payment or reimbursement for 
reasonable and necessary medical serv-
ices and items to diagnose or treat a 
covered injury or its health complica-
tions, as described in § 102.31. 

(2) Lost employment income incurred 
as a result of a covered injury, as de-
scribed in § 102.32. 

(3) Death payments to survivors if 
the Secretary determines that the 
death of the smallpox vaccine recipient 
or vaccinia contact was the direct re-
sult of a covered injury, as described in 
§ 102.33. 

(b) The benefits paid under the Pro-
gram, with the exception of death ben-
efits paid under § 102.82(c), are sec-
ondary to any obligation of any third- 
party payor to pay for such benefits. 
Death benefits paid under § 102.82(c) are 
secondary to death and disability bene-
fits under the PSOB Program. The ben-
efits paid under the Program usually 

will only be paid after the requester 
has pursued all other available cov-
erage from all third-party payors with 
an obligation to pay for or provide such 
benefits (e.g., medical insurance for 
medical items, workers’ compensation 
program(s) for lost employment in-
come). However, as provided in § 102.84, 
the Secretary has the discretion to pay 
benefits under this Program before a 
potential third-party payor makes a 
determination on the availability of 
similar benefits and has the right to 
later pursue a claim against any third- 
party payor with a legal or contractual 
obligation to pay for, or provide, such 
benefits. 

§ 102.3 Definitions. 
This section defines certain words 

and phrases found throughout this 
part. Words and phrases that are used 
only in limited situations are defined 
in specific sections of this part. 

(a) Accidental vaccinia inoculation 
means the transfer of vaccinia virus 
from an existing vaccination site (the 
skin surface where the vaccinia virus 
entered the body through vaccination) 
or inoculation site (the skin or mucous 
membrane surface where the vaccinia 
virus entered the body through means 
other than vaccination) on a person to 
a second person, resulting in a contact 
case. 

(b) Act means the Smallpox Emer-
gency Personnel Protection Act of 2003, 
Pub. L. 108–20, 117 Stat. 638. 

(c) Approval means a decision by the 
Secretary that the requester will be 
paid benefits under the Program. 

(d) Benefits means benefits and/or 
compensation. 

(e) Child means any natural, illegit-
imate, adopted, or posthumous child or 
stepchild of a deceased smallpox vac-
cine recipient or vaccinia contact who, 
at the time of the recipient or con-
tact’s death is: 

(1) 18 years of age or under; or 
(2) Over 18 years of age and a student 

as defined in section 8101 of title 5, 
United States Code; or 

(3) Over 18 years of age and incapable 
of self-support because of physical or 
mental disability. 

(f) Contact case means a case in which 
a person developed an initial vaccinial 
lesion or vaccinial infection through an 
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exposure other than being vaccinated 
him/herself. 

(g) Covered countermeasure means 
smallpox (vaccinia) vaccines, cidofovir 
and its derivatives, or Vaccinia Im-
mune Globulin, when used to prevent 
or treat the smallpox disease or control 
or treat the adverse effects of vaccinia 
vaccination or inoculation or of the ad-
ministration of another counter-
measure. 

(h) Covered injury means an injury de-
termined by the Secretary, in accord-
ance with subpart C of this part, to be: 

(1) An injury meeting the require-
ments of the Table, which is presumed 
to be the direct result of the adminis-
tration of a smallpox vaccine or acci-
dental vaccinia inoculation; or 

(2) More likely than not, the direct 
result of: 

(i) The administration of a covered 
countermeasure (including the small-
pox vaccine) during the effective period 
of the Declaration, in the case of a 
smallpox vaccine recipient; or 

(ii) Vaccinia contracted through ac-
cidental vaccinia inoculation (and not 
the result of receiving a smallpox vac-
cine) during the effective period of the 
Declaration (or within 30 days after the 
end of such period), in the case of a 
vaccinia contact. 

(i) Declaration means the Declaration 
Regarding Administration of Smallpox 
Countermeasures issued by the Sec-
retary on January 24, 2003, and pub-
lished in the FEDERAL REGISTER on 
January 28, 2003 (68 FR 4212). 

(j) Dependent means a person who 
would be considered a dependent by the 
Internal Revenue Service. 

(k) Disapproval means a decision by 
the Secretary that the requester will 
not be paid benefits under the Pro-
gram. 

(l) Effective period of the Declaration 
means the time span specified in the 
Declaration, as amended by the Sec-
retary. 

(m) FECA Program means the work-
ers’ compensation benefits program for 
civilian officers and employees of the 
Federal Government established under 
the Federal Employees’ Compensation 
Act (5 U.S.C. 8101 et seq.), as amended, 
and implemented by the United States 
Department of Labor in regulations 
codified at 20 CFR Part 10, as amended. 

(n) Health care practitioner means a 
health care provider licensed by a 
State and authorized to diagnose and 
prescribe medications and other treat-
ments or authorized to provide primary 
or specialty care. 

(o) Injury means an injury (including 
death), disability, illness, or condition. 

(p) Legally incompetent means a per-
son who is considered to lack legal ca-
pacity under applicable State law. 

(q) Program means the Smallpox Vac-
cine Injury Compensation Program. 

(r) Public Safety Officers’ Benefits Pro-
gram (PSOB Program) means the Pro-
gram established under subpart 1 of 
part L of title I of the Omnibus Crime 
Control and Safe Streets Act of 1968 (42 
U.S.C. 3796 et seq.), as amended, and im-
plemented by the United States De-
partment of Justice in regulations 
codified at 28 CFR Part 32, as amended. 

(s) Requester means a smallpox vac-
cine recipient, vaccinia contact, sur-
vivor, or representative of the estate of 
a deceased smallpox vaccine recipient 
or vaccinia contact (on behalf of the 
estate) who files a Request Package, or 
on whose behalf a Request Package is 
filed, under this part. 

(t) Request Form means the form des-
ignated by the Secretary as the request 
form for purposes of this part. 

(u) Request Package means the Re-
quest Form, all documentation sub-
mitted by or on behalf of the requester, 
and all documentation obtained by the 
Secretary as authorized by or on behalf 
of the requester for determinations of 
eligibility and benefits under this part. 

(v) Secretary means the Secretary of 
Health and Human Services and any 
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority involved 
has been delegated. 

(w) Smallpox emergency response plan 
means a State, local, or Department of 
Health and Human Services plan, ap-
proved by the Secretary, detailing ac-
tions to be taken in preparation for a 
possible smallpox-related emergency 
during the period prior to the identi-
fication of an active case of smallpox 
either within or outside the United 
States. 

(x) Smallpox (Vaccinia) Vaccine Injury 
Table or Table or Table of Injuries means 
the table of injuries included at § 102.21, 
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including the definitions and require-
ments set forth at § 102.21(b). 

(y) Smallpox vaccine recipient means a 
person: 

(1) Who has been a health care work-
er, law enforcement officer, firefighter, 
security personnel, emergency medical 
personnel, other public safety per-
sonnel, or support personnel for such 
occupational specialties who has volun-
teered and been selected to be a mem-
ber of a smallpox emergency response 
plan prior to the time at which the 
Secretary publicly announces that an 
active case of smallpox has been identi-
fied within or outside of the United 
States; 

(2) Who is or will be functioning in a 
role identified in a smallpox emergency 
response plan; 

(3) To whom a smallpox vaccine is ad-
ministered pursuant to a smallpox 
emergency response plan during the ef-
fective period of the Declaration; and 

(4) Who sustained a covered injury. 
(z) State means any State of the 

United States of America, the District 
of Columbia, United States territories, 
commonwealths, and possessions, the 
Republic of the Marshall Islands, the 
Republic of Palau, and the Federated 
States of Micronesia. 

(aa) Survivor means a survivor of a 
deceased smallpox vaccine recipient or 
vaccinia contact meeting the require-
ments of § 102.11. 

(bb) Third-party payor means the 
United States (other than for payments 
of benefits under this Program) or any 
other third-party, including any State 
or local governmental entity, private 
insurance carrier, or employer, with a 
legal or contractual obligation to pay 
for or provide benefits. 

(cc) Vaccinia contact means an indi-
vidual who: 

(1) Contracted vaccinia during the ef-
fective period of the Declaration (or 
within 30 days after the end of such pe-
riod); 

(2) Prior to contracting vaccinia, was 
accidentally inoculated by a person: 

(i) Meeting the criteria set forth in 
§ 102.3(x)(1)–(3) (a person meeting the 
definition of a smallpox vaccine recipi-
ent, except for the requirement that 
the person sustained a covered injury); 
or 

(ii) Who was accidentally inoculated 
by a person meeting the criteria set 
forth in § 102.3(x)(1)–(3) (a person meet-
ing the definition of a smallpox vaccine 
recipient, except for the requirement 
that the person sustained a covered in-
jury); and 

(3) Sustained a covered injury. 

[68 FR 70093, Dec. 16, 2003; 69 FR 7376, Feb. 17, 
2004, as amended at 71 FR 29810, May 24, 2006] 

Subpart B—Persons Eligible To 
Receive Benefits 

SOURCE: 68 FR 70093, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.10 Eligible requesters. 

(a) The following requesters may, as 
determined by the Secretary, be eligi-
ble to receive benefits from this Pro-
gram: 

(1) Smallpox vaccine recipients, as 
described in § 102.3(x); 

(2) Vaccinia contacts, as described in 
§ 102.3(bb); or 

(3) Survivors, as described in § 102.3(z) 
and § 102.11. 

(4) Representatives of the estates of 
deceased smallpox vaccine recipients 
or vaccinia contacts (i.e., individuals 
authorized to act on behalf of the de-
ceased person’s estate under applicable 
state law, such as an executor). 

(b) If a smallpox vaccine recipient or 
vaccinia contact dies, his or her sur-
vivor(s) or the representative of his or 
her estate may file a new Request 
Package (or Request Package(s)) or 
amend a previously filed Request Pack-
age. A new Request Package may be 
filed whether or not a Request Package 
was previously submitted by or on be-
half of the deceased person, but must 
be filed within the filing deadlines de-
scribed in § 102.42. Amendments to pre-
viously filed Request Packages and the 
filing deadlines for such amendments 
are described in § 102.46. 

(c) The benefits available to different 
categories of requesters are described 
in § 102.30. 

§ 102.11 Survivors. 

(a) Survivors of individuals who died as 
the direct result of a covered injury. If 
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the Secretary determines that a small-
pox vaccine recipient or vaccinia con-
tact died as the direct result of a cov-
ered injury (or injuries), his or her sur-
vivor(s) may be eligible for death bene-
fits. 

(b) Survivors who may be eligible to re-
ceive benefits and order of priority for 
benefits. 

(1) The Act uses the same categories 
of survivors and order of priority for 
benefits as established and defined by 
the PSOB Program, except as provided 
in paragraphs (b)(3), (b)(4), and (b)(5) of 
this section. 

(2) The PSOB Program’s categories of 
survivors (known in the PSOB Program 
as beneficiaries) and order of priority 
for receipt of death benefits are de-
tailed under subpart 1 of part L of title 
I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3796 
et seq.), as amended, as implemented in 
28 CFR Part 32, as amended. 

(3) In the PSOB Program, the person 
who is survived must satisfy the eligi-
bility requirements for a deceased pub-
lic safety officer, whereas the person 
who is survived under this Program 
must be a deceased smallpox vaccine 
recipient or vaccinia contact who 
would otherwise have been eligible 
under this part. 

(4) Unlike the PSOB Program, if 
there are no survivors eligible to re-
ceive death benefits under the PSOB 
Program (as set forth in paragraph 
(b)(2) of this section), the legal guard-
ian of a deceased minor who was a 
smallpox vaccine recipient or vaccinia 
contact may be eligible as a survivor 
under this Program. Such legal guard-
ianship must be determined by a court 
of competent jurisdiction under appli-
cable State law. 

(5) A surviving dependent younger 
than the age of 18 whose legal guardian 
opts to receive a death benefit under 
the alternative calculation on the de-
pendent’s behalf will have the same 
priority as surviving eligible children 
under the PSOB Program (consistent 
with paragraph (b)(2) of this section) 
even if the dependent is not the sur-
viving eligible child of the deceased 
person for purposes of the PSOB Pro-
gram. However, such a dependent may 
only be eligible to receive benefits 
under the alternative death benefits 

calculation, described in § 102.82(d), and 
is not eligible to receive death benefits 
under the standard calculation de-
scribed in § 102.82(c). Because death 
benefits paid under the alternative cal-
culation will be paid to the dependents’ 
legal guardian(s) on behalf of all such 
dependents, the Secretary will not di-
vide or apportion such benefits among 
the dependents. 

(6) Any change in the order of pri-
ority of survivors or of the eligible cat-
egory of survivors under the PSOB Pro-
gram shall apply to requesters seeking 
death benefits under this Program on 
the effective date of the change, even 
prior to any corresponding amendment 
to this part. Such changes will apply to 
Request Packages pending with the 
Program on the effective date of the 
change, as well as to requests filed 
after that date. 

Subpart C—Covered Injuries 
§ 102.20 How to establish a covered in-

jury. 
(a) General. In order to receive bene-

fits under the Program, a requester 
must submit documentation showing 
that a covered injury, as described in 
§ 102.3(g), was sustained. A requester 
can establish that a covered injury was 
sustained by demonstrating to the Sec-
retary that a Table injury occurred, as 
described in paragraph (c) of this sec-
tion. In the alternative, a requester 
can establish that an injury was actu-
ally caused by a covered counter-
measure or accidental vaccinia inocu-
lation, as described in paragraph (d) of 
this section. The Secretary will con-
sider all relevant medical and sci-
entific evidence, such as medical 
records and documentation submitted 
by the requester, when determining 
whether a covered injury was estab-
lished. In addition, the Secretary may 
obtain the views of qualified medical 
experts in making determinations con-
cerning covered injuries. As set forth 
in the definition of covered counter-
measures, if a covered injury is related 
to the administration of a covered 
countermeasure, the countermeasure 
must have been administered to pre-
vent or treat the smallpox disease or to 
control or treat the adverse effects of 
vaccinia vaccination or inoculation or 
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of the administration of another coun-
termeasure. The time periods described 
in this part for receiving a covered 
countermeasure (during the effective 
period of the Declaration) or for 
vaccinia contracted from accidental 
vaccinia inoculation (during the effec-
tive period of the Declaration or within 
30 days after the end of such period) in 
relation to a covered injury must also 
be met. 

(b) Minor injuries. Any injuries that 
the Secretary deems minor will not be 
considered covered injuries. Minor in-
juries include expected and routine re-
sponses to the smallpox vaccine, other 
covered countermeasures, or accidental 
vaccinia inoculation that are not se-
vere (e.g., minor scarring or minor 
local reactions, for instance a mild sys-
temic illness with a generalized 
maculopapular rash that resolves 
quickly). 

(c) Table injuries. A requester may es-
tablish that a covered injury occurred 
by demonstrating that a smallpox vac-
cine recipient or vaccinia contact sus-
tained an injury listed on the Smallpox 
(Vaccinia) Vaccine Injury Table, set 
forth in § 120.21, within the time inter-
val listed on the Table and as defined 
by the Table’s Definitions and Require-
ments, set forth in § 120.21(b). In such 
circumstances, the requester need not 
demonstrate the cause of the injury be-
cause the Secretary will presume, only 
for purposes of making determinations 
under this subpart, that the injury was 
the direct result of the administration 
of a smallpox vaccine or exposure to 
vaccinia. Even if the Table require-
ments are satisfied, however, an injury 
will not be considered a covered injury 
if the Secretary determines, based 
upon his review of the evidence, that a 
source other than the smallpox vaccine 
or exposure to vaccinia more likely 
than not caused the injury. In such cir-
cumstances, the Table presumption 
will be rebutted. 

(d) Injuries for which causation must be 
proven. If an injury is not included on 
the Table or if a requester is unable to 
meet all of the Table requirements 
with respect to an injury included on 
the Table (e.g., the first symptom or 
manifestation of onset of the injury 
within the time interval included on 
the Table), a requester may establish a 
covered injury by proving causation. 
To establish that a covered counter-
measure or accidental vaccinia inocu-
lation caused an injury, the requester 
must demonstrate, by a preponderance 
of the evidence (more likely than not), 
that: 

(1) In the case of a smallpox vaccine 
recipient, he or she sustained an injury 
as the direct result of the administra-
tion of a covered countermeasure (in-
cluding the smallpox vaccine) during 
the effective period of the Declaration; 
or 

(2) In the case of a vaccinia contact, 
he or she sustained an injury as the di-
rect result of vaccinia contracted 
through accidental vaccinia inocula-
tion from a person described in 
§ 102.3(bb)(2) (a person meeting the defi-
nition of a smallpox vaccine recipient, 
except that the person need not sustain 
a covered injury, or the contact of such 
a person), and not as the result of re-
ceiving a smallpox vaccine. Such 
vaccinia must have been contracted 
during the effective period of the Dec-
laration (or within 30 days after the 
end of such period). The Secretary will 
consider an injury that resulted from 
the administration of a covered coun-
termeasure (other than the smallpox 
vaccine) to be the direct result of 
vaccinia contracted through accidental 
vaccinia inoculation if the covered 
countermeasure was administered as a 
result of such vaccinia. 

[68 FR 70093, Dec. 16, 2003, as amended at 71 
FR 29810, May 26, 2006] 
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§ 102.21 Smallpox (Vaccinia) Vaccine Injury Table. 

(a) SMALLPOX (VACCINIA) VACCINE INJURY TABLE 

Injury (illness, disability, injury, or condition) 

Time interval for first symptom or manifestation of onset of injury after: 
(1) administration of smallpox (vaccinia) vaccine in recipients (R); or (2) 
exposure to vaccinia in contacts (C). Please note that these time inter-
vals do not refer to time periods for the date of diagnosis of the injury. 

1. Significant Local Skin Reaction ................................. R or C: 1–21 days. 
2. Stevens-Johnson Syndrome ...................................... R or C: 1–21 days. 
3. Inadvertent Inoculation ............................................... R or C: 1–21 days. 
4. Generalized Vaccinia ................................................. R or C: 1–21 days. 
5. Eczema Vaccinatum .................................................. R or C: 1–21 days. 
6. Progressive Vaccinia .................................................. R or C: 1–21 days. 
7. Postvaccinial Encephalopathy, Encephalitis or 

Encephalomyelitis.
R or C: 1–21 days. 

8. Fetal Vaccinia ............................................................. Maternal R or C: any time in gestation until 7 days after birth. 
9. Secondary Infection ................................................... R or C: 0–30 days. 
10. Anaphylaxis or Anaphylactic Shock ......................... R: 0–4 hours. 

C: Not Covered. 
11. Vaccinial Myocarditis, Pericarditis, or 

Myopericarditis.
R or C: 1–21 days. 

12. Death resulting from an injury referred to above in 
which the injury arose within the time interval re-
ferred to above (except as specifically provided in 
specified paragraph (b) of this section).

R or C: No time interval specified. 

(b) Table definitions and requirements. 
The Table Definitions that follow shall 
apply to, define and describe the scope 
of, and be read in conjunction with 
paragraph (a) of this section. 

(1) Significant local skin reaction—(i) 
Definition. Significant local skin reac-
tion is, for purposes of the Table, an 
unexpected and extreme response at 
the vaccination or inoculation site 
that results in a significant scar that is 
serious enough to require surgical 
intervention. The onset of this injury 
is the initial skin lesion at the vaccina-
tion or inoculation site that generally 
occurs with smallpox vaccinations or 
inoculations. Minor scarring or minor 
local reactions do not constitute a 
Table injury. Even a robust take, de-
fined as an area of redness at the vac-
cination site that exceeds 7.5 cm in di-
ameter with associated swelling, 
warmth and pain, in general is consid-
ered an expected response to the vac-
cination or inoculation. A robust take 
does not in itself constitute a Table in-
jury, even when the redness and swell-
ing involves the entire upper arm with 
associated enlargement and tenderness 
of the glands (lymph nodes) in the un-
derarm (axilla). 

(ii) Table requirements. A Table injury 
for a significant local skin reaction in 
a recipient or contact requires suffi-
cient evidence in the medical records 

of the occurrence of a significant local 
skin reaction at the vaccination or in-
oculation site and a permanent, dis-
figuring scar that resulted from the 
significant local skin reaction. The 
scar must be of sufficient severity to 
require surgical intervention to correct 
a significant cosmetic (e.g., keloid) or 
functional (e.g., contracture) deformity 
and such surgery must be included in 
the treatment plan documented in the 
medical records. 

(2) Stevens-Johnson Syndrome (SJS)— 
(i) Definition. SJS (sometimes called er-
ythema multiforme major) is an acute 
hypersensitivity reaction that affects 
skin, mucous membranes, and some-
times internal organs (systemic tox-
icity). For purposes of the Table, both 
skin and mucous membrane rash or le-
sions must be present and the rash or 
lesions may not cover less than ten 
percent of body surface area. In SJS, 
mucosal involvement generally pre-
dominates. Mucosal lesions generally 
occur at more than one location and 
manifest as painful lesions in sites 
such as the mouth or eyes. Skin rash or 
lesions in SJS usually consist of red 
raised areas (erythematous macules), 
blisters, and ulcerations. 

(ii) Table requirements. A Table injury 
for SJS in a recipient or contact re-
quires sufficient evidence in the med-
ical records of the occurrence of SJS. 
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The SJS, or related complications, 
must be of sufficient severity to re-
quire inpatient hospitalization. 

(3) Inadvertent Inoculation (II)—(i) 
Definition. II is the spread of vaccinia 
virus from an existing vaccination or 
inoculation site to a second location 
usually by scratching the vaccination 
or inoculation site and subsequently 
spreading the virus, which produces a 
new vaccinial lesion on the same per-
son. Alternatively, II is the spread of 
vaccinia virus from an existing vac-
cination or inoculation site to another 
person usually by scratching an exist-
ing vaccination or inoculation site and 
subsequently spreading the virus, re-
sulting in a contact case. 

(ii) Table requirements. A Table injury 
for II in a recipient or contact requires 
sufficient evidence in the medical 
records of the occurrence of II and the 
occurrence of one of the following: 

(A) Eye lesions, e.g., vaccinial kera-
titis or vaccinial blepharitis, that re-
sulted from II and that led to a perma-
nent sequela, e.g., decrease in visual 
acuity; 

(B) Permanent and disfiguring scar(s) 
that resulted from II. The scar(s) must 
be of sufficient severity to require sur-
gical intervention to correct a signifi-
cant cosmetic (e.g., keloid) or func-
tional (e.g., contracture) deformity and 
such surgery must be included in the 
treatment plan documented in the 
medical records; or 

(C) Acute II or related complications 
of sufficient severity to require inpa-
tient hospitalization. 

(4) Generalized Vaccinia (GV)—(i) Defi-
nition. GV is a vaccinial infection that 
occurs from the spread of vaccinia 
from an existing vaccination or inocu-
lation site to otherwise normal skin, 
resulting in multiple new areas of 
vaccinial rash or lesions. The vaccinia 
is believed to be spread through the 
blood. The rash or lesions are charac-
terized by multiple blisters (vesicles or 
pustules) that generally evolve in a 
similar sequence or manner as the 
original vaccination or inoculation 
site. 

(ii) Table requirements. A Table injury 
for GV in a recipient or contact re-
quires sufficient evidence in the med-
ical records of the occurrence of GV 

and the occurrence of one of the fol-
lowing: 

(A) Permanent and disfiguring scar(s) 
that resulted from GV. The scar(s) 
must be of sufficient severity to re-
quire surgical intervention to correct a 
significant cosmetic (e.g., keloid) or 
functional (e.g., contracture) deformity 
and such surgery must be included in 
the treatment plan documented in the 
medical records; or 

(B) Acute GV or related complica-
tions of sufficient severity to require 
inpatient hospitalization. 

(5) Eczema Vaccinatum (EV)—(i) Defi-
nition. EV is the transmission or the 
spread of vaccinia virus from a vac-
cination or inoculation site to skin 
that has been affected by, or is cur-
rently affected with, eczema or atopic 
dermatitis. EV is characterized by le-
sions that include multiple blisters 
(vesicles or pustules), which generally 
evolve in a similar sequence or manner 
as the original vaccination or inocula-
tion site. The lesions may come to-
gether to form larger lesions. Lesions 
may also spread to patches of skin that 
have never been involved with eczema 
or atopic dermatitis. A person with EV 
may be quite ill with signs and symp-
toms that involve the whole body (sys-
temic illness), such as fever, malaise, 
or enlarged glands (lymph nodes). 

(ii) Table requirements. A Table injury 
for EV in a recipient or contact re-
quires sufficient evidence in the med-
ical records of the occurrence of EV 
and the occurrence of one of the fol-
lowing: 

(A) Permanent and disfiguring scar(s) 
that resulted from EV. The scar(s) 
must be of sufficient severity to re-
quire surgical intervention to correct a 
significant cosmetic (e.g., keloid) or 
functional (e.g., contracture) deformity 
and such surgery must be included in 
the treatment plan documented in the 
medical records; or 

(B) Acute EV or related complica-
tions of sufficient severity to require 
inpatient hospitalization. 

(6) Progressive Vaccinia (PV)—(i) Defi-
nition. PV is the failure to initiate the 
healing process in an initial vaccina-
tion or inoculation site by 21 days after 
exposure to vaccinia with progressive 
ulceration or necrosis at the vaccina-
tion or inoculation site leading to a 
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large destructive ulcer. PV is seen in 
people with an impaired immune sys-
tem (immunocompromised) and is 
characterized by a complete or near 
complete lack of inflammation or ab-
sence of inflammatory cells in the 
dermis of the skin at the vaccination 
or inoculation site. The diagnosis of 
PV may be made before 21 days after 
exposure, especially in a known 
immunocompromised individual who 
develops a lesion at the vaccination or 
inoculation site. PV may spread 
through the blood to any location in 
the body. Any person who initiates a 
significant healing process of the vac-
cination or inoculation site by 21 days 
after receipt of the smallpox vaccine or 
exposure to vaccinia does not have PV. 

(ii) Table requirements. A Table injury 
for PV in a recipient or contact re-
quires sufficient evidence in the med-
ical records of the occurrence of PV 
and the occurrence of one of the fol-
lowing: 

(A) Permanent and disfiguring scar(s) 
that resulted from PV. The scar(s) 
must be of sufficient severity to re-
quire surgical intervention to correct a 
significant cosmetic (e.g., keloid) or 
functional (e.g., contracture) deformity 
and such surgery must be included in 
the treatment plan documented in the 
medical records; or 

(B) Acute PV or related complica-
tions of sufficient severity to require 
inpatient hospitalization. 

(7) Postvaccinial Encephalopathy, En-
cephalitis or Encephalomyelitis (PVEM)— 
(i) Definition. PVEM is, for the purposes 
of the Table, an autoimmune central 
nervous system injury. In rare cases, 
the vaccinia virus is isolated from the 
central nervous system. Manifestations 
usually occur abruptly and may in-
clude fever, vomiting, loss of appetite 
(anorexia), headache, general malaise, 
impaired consciousness, confusion, dis-
orientation, delirium, drowsiness, sei-
zures, language difficulties (aphasia), 
coma, muscular incoordination (atax-
ia), urinary incontinence, urinary re-
tention, and clinical signs consistent 
with inflammation of the spinal cord 
(myelitis) such as paralysis or 
meningismus. Long term central nerv-
ous system impairments such as paral-
ysis, seizure disorders, or develop-
mental delays are known to occur as 

sequelae of the acute PVEM. No clin-
ical criteria, radiographic findings, or 
laboratory tests are specific for the di-
agnosis of PVEM. 

(ii) Table requirements. A Table injury 
for PVEM in a recipient or contact re-
quires sufficient evidence in the med-
ical records of the occurrence of acute 
PVEM. The acute PVEM or related 
complications must be of sufficient se-
verity to require inpatient hospitaliza-
tion. 

(8) Fetal Vaccinia (FV)—(i) Definition. 
FV is an intrauterine vaccinial infec-
tion subsequent to vaccinia vaccina-
tion or inoculation of the mother that 
results from the placental transmission 
of the vaccinia virus during any time 
in the pregnancy. FV manifests as mul-
tiple skin lesions or organ involvement 
and may result in significant scarring 
or death. FV skin lesions are similar to 
those seen in GV or PV and the lesions 
may come together to form larger le-
sions. Congenital malformations, other 
than those described above, are not 
Table injuries. 

(ii) Table requirements. A Table injury 
for FV requires sufficient evidence in 
the medical records of the occurrence 
of the FV. The occurrence of the FV or 
related complications must be of suffi-
cient severity to require inpatient hos-
pitalization or result in permanent and 
disfiguring scar(s). In addition, a Table 
injury for FV requires one of the fol-
lowing: 

(A) A maternal history of vaccinial 
vaccination or inoculation, with the 
occurrence of vaccinial skin or mucous 
membrane lesions within the incuba-
tion period for vaccinia during the 
pregnancy in a maternal recipient or 
contact; or 

(B) Isolation of vaccinia from intra-
uterine or neonatal tissue. 

(9) Secondary Infection (SI)—(i) Defini-
tion. SI is, for purposes of the Table, a 
non-vaccinial bacterial, fungal, or viral 
infection at the site of a vaccinial skin 
or mucous membrane lesion. SI occurs 
because the blister formation or ulcer-
ation that is part of the normal pro-
gression of a vaccinial skin or mucous 
membrane lesion disrupts the surface 
of the skin or mucous membrane, al-
lowing potential germs to invade and 
infect the vaccinial skin or mucous 
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membrane lesion leading to significant 
illness requiring hospitalization. 

(ii) Table requirements. A Table injury 
for SI in a recipient or contact requires 
sufficient evidence in the medical 
records of the occurrence of SI. The 
acute SI or related complications must 
be of sufficient severity to require in-
patient hospitalization. 

(10) Anaphylaxis or Anaphylactic 
shock—(i) Definition. Anaphylaxis or 
anaphylactic shock is, for purposes of 
the Table, as an acute, severe, and po-
tentially lethal systemic allergic reac-
tion to a component of the smallpox 
vaccine. 

(ii) Table requirements. A Table injury 
for anaphylaxis or anaphylactic shock 
in a recipient requires sufficient evi-
dence in the medical records of the oc-
currence of an acute anaphylaxis or 
anaphylactic shock. The anaphylaxis 
or anaphylactic shock must be of suffi-
cient severity to require inpatient hos-
pitalization. Anaphylaxis or 
anaphylactic shock is not a Table in-
jury for contacts. 

(11) Vaccinial Myocarditis, Pericarditis, 
or Myopericarditis (MP)—(i) Definition. 
MP is, for purposes of the Table, 
vaccinial myocarditis, pericarditis, or 
myopericarditis. Myocarditis is defined 
as an inflammation of the heart muscle 
(myocardium). Pericarditis is defined 
as an inflammation of the covering of 
the heart (pericardium). 
Myopericarditis is defined as an in-
flammation of both the heart muscle 
and its covering. The inflammation as-
sociated with MP may range in sever-
ity from very mild (subclinical) to life 
threatening. In many mild cases, myo-
carditis is diagnosed solely by tran-
sient electrocardiographic (EKG) ab-
normalities (e.g., ST segment and T 
wave changes), increased cardiac en-
zymes, or mild echocardiographic ab-
normalities. Arrhythmias, abnormal 
heart sounds, heart failure, and death 
may occur in more severe cases. Peri-
carditis generally manifests with chest 
pain, abnormal heart sounds (peri-
cardial friction rub), EKG abnormali-
ties (e.g., ST segment and T wave 
changes), and/or increased fluid accu-
mulation around the heart. 

(ii) Table requirements. A Table injury 
for MP in a recipient or contact re-
quires sufficient evidence in the med-

ical records of the occurrence of acute 
MP. The acute MP (or related com-
plications) must be of sufficient sever-
ity to require inpatient hospitaliza-
tion. A death resulting from MP re-
quires sufficient microscopic 
(histopathologic) evidence of MP or its 
sequela in heart tissue. 

(c) Glossary for purposes of this section. 
(1) Blister or vesicle means a cir-

cumscribed, elevated skin or mucous 
membrane lesion containing an accu-
mulation of fluid. 

(2) Contact means a person who devel-
oped a vaccinial lesion or infection 
through inoculation (and not vaccina-
tion). 

(3) Exposure period means the span of 
time during which vaccinia virus can 
be transmitted from a vaccine recipi-
ent shedding vaccinia or through a con-
tact case shedding vaccinia. 

(4) Inoculation means transmission of 
and infection with the vaccinia virus 
through a means other than smallpox 
vaccination. Spread (inoculation) of 
vaccinia virus may occur in two ways: 
either self-inoculation in which the 
vaccinia virus is spread from the 
vaccinial lesion at the vaccination site 
to one or more areas on the same per-
son or person-to-person inoculation 
when the vaccinia virus is spread to an-
other person, a contact. 

(5) Inoculation site means the skin or 
mucous membrane surface where the 
vaccinia virus entered the body 
through means other than vaccination. 

(6) Lesion means a pathologic change. 
(7) Pustule means a circumscribed, 

elevated skin or mucous membrane le-
sion containing an accumulation of 
white blood cells. 

(8) Recipient means a person to whom 
the smallpox vaccine was adminis-
tered. 

(9) Ulceration means a specific skin or 
mucous membrane lesion characterized 
by erosion of the skin or mucous mem-
brane surface. 

(10) Vaccination means the adminis-
tration and receipt of the smallpox 
(vaccinia) vaccine, and not through 
contact. 

(11) Vaccination site means the skin 
surface where the vaccinia virus en-
tered the body through vaccination. 

[68 FR 70093, Dec. 16, 2003, as amended at 71 
FR 29808, May 24, 2006] 

VerDate Aug<31>2005 14:03 Nov 12, 2008 Jkt 214177 PO 00000 Frm 00636 Fmt 8010 Sfmt 8010 Y:\SGML\214177.XXX 214177eb
en

th
al

l o
n 

P
R

O
D

1P
C

60
 w

ith
 C

F
R



627 

Public Health Service, HHS § 102.31 

§§ 102.22–102.29 [Reserved] 

Subpart D—Available Benefits 

SOURCE: 68 FR 70096, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.30 Benefits available to different 
categories of requesters under this 
program. 

(a) Benefits available to smallpox vac-
cine recipients and vaccinia contacts. A 
requester who is an eligible smallpox 
vaccine recipient or vaccinia contact 
may be entitled to receive either med-
ical benefits or benefits for lost em-
ployment income, or both. 

(b) Benefits available to survivors. A re-
quester who is an eligible survivor of a 
smallpox vaccine recipient or vaccinia 
contact may be entitled to receive a 
death benefit. 

(c) Benefits available to estates of de-
ceased smallpox vaccine recipients or 
vaccinia contacts. The estate of an oth-
erwise eligible deceased smallpox vac-
cine recipient or vaccinia contact may 
be eligible to receive medical benefits 
or benefits for lost employment in-
come, or both, if such benefits were ac-
crued during the deceased person’s life-
time as a result of a covered injury or 
its health complications, but were not 
paid while the deceased person was liv-
ing. Such medical benefits and benefits 
for lost employment income may be 
available regardless of whether the 
death was the direct result of a covered 
injury or an unrelated factor. The es-
tate of a deceased smallpox vaccine re-
cipient or vaccinia contact may not re-
ceive a death benefit. 

§ 102.31 Medical benefits. 
(a) Smallpox vaccine recipients and 

vaccinia contacts may receive pay-
ments or reimbursements for medical 
services and items that the Secretary 
determines to be reasonable and nec-
essary to diagnose or treat a covered 
injury or a health complication of a 
covered injury (i.e., sequela). The Sec-
retary may pay for such medical serv-
ices and items in an effort to cure, 
counteract, or minimize the effects of 
any covered injury, or any health com-
plication of a covered injury, or to give 
relief, reduce the degree or the period 
of disability, or aid in lessening the 

amount of monthly benefits to a re-
quester (e.g., a surgical procedure that 
lessens the amount of time and expense 
for the treatment of a covered injury). 
The Secretary may make such pay-
ments or reimbursements if the med-
ical services and items have already 
been provided or if they are likely to be 
provided in the future. In making de-
terminations about which medical 
services and items are reasonable and 
necessary, the Secretary may consider 
whether those medical services and 
items were prescribed or recommended 
by a health care practitioner. 

(b) To receive medical benefits for 
the health complications of a covered 
injury, a requester must demonstrate 
that the complications are the direct 
result of the covered injury. Examples 
of health complications include, but 
are not limited to, complications of a 
covered injury that occur as part of the 
natural course of the underlying dis-
ease, an adverse reaction to a pre-
scribed medication or diagnostic test 
used in connection with a covered in-
jury, or a complication of a surgical 
procedure used to treat a covered in-
jury. 

(c) The calculation of medical bene-
fits available under this Program is de-
scribed in § 102.80. Although there are 
no caps on medical benefits available 
under this Program, the Secretary may 
limit payments to the amount he 
deems reasonable for those services and 
items he considers reasonable and nec-
essary. All payment or reimbursement 
for medical services and items is sec-
ondary to any obligation of any third- 
party payor to pay for or provide such 
services or items to the requester. As 
provided in § 102.84, the Secretary re-
tains the right to recover medical ben-
efits paid to requesters by third-party 
payors. 

(d) The Secretary may make pay-
ments or reimbursements of medical 
benefits to the estate of a deceased 
smallpox vaccine recipient or vaccinia 
contact as long as such benefits were 
accrued during the deceased person’s 
lifetime as the result of a covered in-
jury or its health complications and 
were not paid during the deceased per-
son’s lifetime. 
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§ 102.32 Benefits for lost employment 
income. 

(a) Requesters who are smallpox vac-
cine recipients or vaccinia contacts 
may be able to receive benefits for loss 
of employment income incurred as a 
result of a covered injury (or its health 
complications, as described in 
§ 102.31(b)). These benefits are a per-
centage of the employment income lost 
due to the covered injury or its health 
complications. 

(b) The method and amount of bene-
fits for lost employment income are de-
scribed in § 102.81. Benefits for lost em-
ployment income will be adjusted if 
there are fewer than 10 days of lost em-
ployment income. Benefits provided for 
lost employment income may also be 
adjusted for annual and lifetime caps. 
Payment of benefits for lost employ-
ment income is secondary to any obli-
gation of any third-party payor to pay 
for lost employment income or to pro-
vide disability or retirement benefits 
to the requester. As provided in § 102.84, 
the Secretary retains the right to re-
cover benefits for lost employment in-
come paid to requesters from third- 
party payors. 

(c) The Secretary is not requiring an 
individual to use paid leave (e.g., sick 
leave or vacation leave) to be paid for 
lost work days. However, if an indi-
vidual uses such paid leave in order to 
be paid for lost work days, the Sec-
retary will not consider the days in 
which such leave was used to be days of 
lost employment income, unless the in-
dividual’s employer restores the leave 
that was used. By restoring paid leave, 
an employer puts the individual in the 
same position as if he or she had not 
used paid leave on the lost work day 
(i.e., takes back the payments made 
when the leave was taken and gives 
back the leave to the employee for fu-
ture use). 

(d) The Secretary may pay benefits 
for lost employment income to the es-
tate of a deceased smallpox vaccine re-
cipient or vaccinia contact as long as 
such benefits were accrued during the 
deceased person’s lifetime as the result 
of a covered injury or its health com-
plications and were not paid to the de-
ceased person during his or her life-
time. 

§ 102.33 Death benefits. 

(a) Eligible survivors may be able to 
receive a death benefit under this Pro-
gram if the Secretary determines that 
an otherwise eligible deceased small-
pox vaccine recipient or vaccinia con-
tact sustained a covered injury and 
died as a direct result of the injury. 
Annual and lifetime caps may apply to 
the death benefits provided. The meth-
od and amount of death benefits are de-
scribed in § 102.82. As provided in 
§ 102.84, the Secretary retains the right 
to recover death benefits paid to re-
questers from third-party payors. 
Death benefits may be paid under two 
different calculations. 

(b) The standard calculation, de-
scribed in § 102.82(c), is based upon the 
death benefit available under the PSOB 
Program and is available to all eligible 
survivors (except for surviving depend-
ents younger than the age of 18 who are 
not also surviving eligible children). In 
the event that death benefits were paid 
under the PSOB Program with respect 
to the deceased person, no death bene-
fits may be paid under the standard 
calculation. In addition, death benefits 
under this standard calculation are 
secondary to disability benefits under 
the PSOB Program. Any death benefit 
paid under the standard calculation 
will be reduced by the total amount of 
benefits for lost employment income 
paid to the smallpox vaccine recipient 
or vaccinia contact during his or her 
lifetime and to his or her estate after 
death. 

(c) The alternative calculation, de-
scribed in § 102.82(c), is calculated based 
on the person’s employment income at 
the time of the covered injury. This 
calculation is only available to sur-
viving dependents who are younger 
than the age of 18. The legal guard-
ian(s) of such surviving dependents 
must select the death benefit as cal-
culated under this alternative calcula-
tion before it will be paid. The pay-
ment of a death benefit as calculated 
under this alternative calculation is 
secondary to other benefits received 
(compensation for loss of employment 
income, death benefits (including 
PSOB Program death benefits), dis-
ability benefits, or retirement benefits 
on behalf of the dependent(s) or his or 
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her legal guardian or life insurance 
benefits on behalf of the dependent(s)). 

Subpart E—Procedures for Filing 
Request Packages 

SOURCE: 68 FR 70096, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.40 How to obtain forms and in-
structions. 

Interested parties may obtain copies 
of all necessary forms and instructions 
by sending a letter through the U.S. 
Postal Service, commercial carrier, or 
private courier service, by telephone, 
or by downloading them from the Pro-
gram’s website. 

(a) If using the U.S. Postal Service, 
interested parties should send letters 
asking for forms and instructions to 
the Smallpox Vaccine Injury Com-
pensation Program Office, Healthcare 
Systems Bureau, Health Resources and 
Services Administration, Parklawn 
Building, Room 11C–06, 5600 Fishers 
Lane, Rockville, MD 20857. 

(b) If using a commercial carrier or 
private courier service, interested par-
ties should send letters asking for 
forms and instructions to the Smallpox 
Vaccine Injury Compensation Program 
Office, Healthcare Systems Bureau, 
Health Resources and Services Admin-
istration, Parklawn Building, Room 
11C–06, 5600 Fishers Lane, Rockville, 
Maryland 20857. 

(c) For forms and instructions, inter-
ested parties can call (888) 496–0338. 
This is a toll-free number. 

(d) Interested parties can download 
forms and instructions from the Inter-
net at http://www.hrsa.gov/ 
smallpoxinjury. Click on the link to 
‘‘Forms and Instructions.’’ 

[68 FR 70096, Dec. 16, 2003, as amended at 71 
FR 29810, May 24, 2006] 

§ 102.41 How to file a Request Pack-
age. 

A Request Package comprises all the 
forms and documentation that are sub-
mitted to enable the Secretary to de-
termine eligibility and calculate pay-
ments. Request Packages may be filed 
through the U.S. Postal Service, com-
mercial carrier, or private courier serv-
ice. The Smallpox Vaccine Injury Com-

pensation Program Office will not ac-
cept Request Packages electronically 
or by hand-delivery. 

(a) If using the U.S. Postal Service, 
requesters (or their representatives) 
should send all forms and documenta-
tion to the Smallpox Vaccine Injury 
Compensation Program Office, 
Healthcare Systems Bureau, Health 
Resources and Services Administra-
tion, Parklawn Building, Room 11C–06, 
5600 Fishers Lane, Rockville, MD 20857. 

(b) If using a commercial carrier or 
private courier service, requesters (or 
their representatives) should send all 
forms and documentation to the Small-
pox Vaccine Injury Compensation Pro-
gram Office, Healthcare Systems Bu-
reau, Health Resources and Services 
Administration, Parklawn Building, 
Room 11C–06, 5600 Fishers Lane, Rock-
ville, Maryland 20857. 

[68 FR 70096, Dec. 16, 2003, as amended at 71 
FR 29810, May 24, 2006] 

§ 102.42 Deadlines for filing request 
forms. 

(a) General. Filing deadlines vary de-
pending on whether the injured indi-
vidual is a smallpox vaccine recipient 
or a vaccinia contact. In all cases, the 
filing date is the date the Request 
Form is postmarked. A legibly dated 
receipt from a commercial carrier, a 
private courier service, or the U.S. 
Postal Service (e.g., the date that a 
commercial carrier places on the pack-
age at the time of drop-off) will be con-
sidered equivalent to a postmark. A 
Request Form will not be considered 
filed unless it has been completed (to 
the fullest extent possible) and signed 
by the requester or his or her rep-
resentative. After filing a Request 
Form within the governing filing dead-
line, a requester can and should update 
the Request Form to reflect new infor-
mation. 

(b) Request forms not filed within dead-
line. If the Secretary determines that a 
Request Form was not filed within the 
governing filing deadline set out in this 
section, the Request Form will not be 
processed and the requester will not be 
entitled to any benefits under this Pro-
gram. 

(c) Smallpox vaccine recipients. All Re-
quest Forms filed by, or on behalf of, a 
smallpox vaccine recipient must be 
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filed within one year of the date of the 
administration of a smallpox vaccine 
to the smallpox vaccine recipient. This 
deadline also applies to a deceased 
smallpox vaccine recipient’s sur-
vivor(s) and the representative of his or 
her estate. This deadline applies to Re-
quest Forms concerning injuries result-
ing from the administration of a small-
pox vaccine or other covered counter-
measures. 

(d) Vaccinia contacts. All Request 
Forms filed by, or on behalf of, a 
vaccinia contact must be filed within 
two years after the date of the first 
symptom or manifestation of onset of 
the covered injury in the vaccinia con-
tact. This deadline also applies to a de-
ceased vaccinia contact’s survivor(s) 
and the representative of his or her es-
tate. This deadline applies to Request 
Forms concerning injuries resulting 
from vaccinia contracted through acci-
dental vaccinia inoculation or from the 
administration of covered counter-
measures (other than the smallpox vac-
cine) as a result of such accidental 
vaccinia inoculation. 

(e) Request forms (or amendments to re-
quest forms) based on modifications to the 
table of injuries. The Secretary may 
amend the Table set forth in § 102.21. 
The effect of such an amendment may 
enable a requester who previously 
could not establish a Table injury to 
establish a Table injury. In such cir-
cumstances, the requester must file a 
new Request Form or an amendment to 
a previously filed Request Form as fol-
lows: 

(1) If the injured person is a smallpox 
vaccine recipient, within one year after 
the effective date of the amendment to 
the Table; or 

(2) If the injured person is a vaccinia 
contact, within two years after the ef-
fective date of the amendment to the 
Table. 

§ 102.43 Deadlines for submitting doc-
umentation. 

(a) Documentation for eligibility deter-
minations. All eligibility documenta-
tion required by the Program should be 
filed together with the Request Form. 
However, if this is not possible, a re-
quester will satisfy the filing deadline 
as long as the signed Request Form is 
completed (to the fullest extent pos-

sible) and submitted within the gov-
erning filing deadline described in 
§ 102.42. The Secretary will not gen-
erally begin his review of a requester’s 
eligibility until the documentation 
necessary for the Secretary to make 
this determination has been submitted. 
All such documentation must be sub-
mitted before the Program terminates. 

(b) Documentation for benefits deter-
minations. Although the Secretary will 
accept documentation required to 
make benefits determinations (i.e., cal-
culate benefits available, if any) at the 
time the Request Form is filed or any 
time thereafter, requesters need not 
submit such documentation until they 
have been notified that the Secretary 
has determined eligibility. The Sec-
retary will not generally begin his re-
view of the benefits available to a re-
quester until the documentation nec-
essary for the Secretary to make a ben-
efits determination has been sub-
mitted. All such documentation must 
be submitted before the Program ter-
minates. 

§ 102.44 Representatives of requesters. 
(a) Persons other than a requester 

(e.g., a lawyer, guardian, friend) may 
file a Request Package on a requester’s 
behalf as his or her representative. A 
requester need not use the services of a 
lawyer to secure benefits under this 
Program. A representative (who does 
not need to be a lawyer) is only re-
quired, as described in this section, for 
requesters who are minors or legally 
incompetent adults. In the event that a 
representative files on behalf of a re-
quester, the representative will be 
bound by the obligations and docu-
mentation requirements that apply to 
the requester (e.g., if a requester is re-
quired to submit employment records, 
the representative must file the re-
quester’s employment records). The 
representative must also satisfy the re-
quirements specific to representatives 
set forth in this regulation. If a re-
quester has a representative, all com-
munications from the Secretary will be 
directed exclusively to the representa-
tive. 

(b) Representatives of legally competent 
adults. A requester who is a legally 
competent adult may use a representa-
tive to submit a Request Package on 
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his or her behalf. In such cir-
cumstances, the requester must certify 
on the Request Form that he or she is 
authorizing the representative to pur-
sue benefits under this Program on his 
or her behalf. 

(c) Representatives of minors and le-
gally incompetent adults. A requester 
who is a minor or a legally incom-
petent adult must use a representative 
to pursue benefits under this Program 
on his or her behalf. In such cir-
cumstances, the representative must 
certify, in the place provided on the 
Request Form, that the requester is a 
minor or a legally incompetent adult 
and that the representative is filing on 
behalf of the requester. In addition, be-
fore the requester will be paid by the 
Program, the representative must sub-
mit the documentation described in 
§ 102.63. 

(d) No payment or reimbursement for 
representatives’ fees or costs. The Act 
does not authorize the Secretary to 
pay, or reimburse for, any fees or costs 
associated with the requester’s use of a 
personal representative under this Pro-
gram, including those of an attorney. 

[68 FR 70096, Dec. 16, 2003, as amended at 71 
FR 29811, May 24, 2006] 

§ 102.45 Multiple survivors. 
Multiple survivors of the same small-

pox vaccine recipient or vaccinia con-
tact may file Request Forms sepa-
rately or together. Multiple survivors 
may also submit one set of any re-
quired documentation on behalf of all 
of the requesting survivors as long as 
such documentation is identical for 
each survivor. 

§ 102.46 Amending a request package. 
(a) Generally. All requesters may 

amend their documentation concerning 
eligibility until the Secretary has 
made an eligibility determination. Re-
questers also may amend their infor-
mation or documentation concerning 
the calculation of benefits until the 
Secretary has made a benefits deter-
mination. The Secretary may, at his 
discretion, accept eligibility or bene-
fits documents even after eligibility or 
benefits determinations have been 
made (e.g., the Secretary may accept 
new documents concerning eligibility 
after determining that a requester is 

ineligible and may use such documents 
to reevaluate the earlier eligibility de-
termination). However, such new docu-
mentation will not be used in any re-
consideration regarding the initial de-
termination. The Secretary will not 
consider any documentation submitted 
after the Program terminates. 

(b) Requesters who are survivors. If a 
smallpox vaccine recipient or vaccinia 
contact submitted a Request Form 
within the filing deadline, but subse-
quently dies, his or her survivor(s) may 
amend his or her Request Package at 
any time before the Program termi-
nates in order to be considered eligible 
for death benefits. Such an amendment 
can be filed regardless of whether the 
Secretary made an eligibility deter-
mination or paid benefits with respect 
to the deceased person’s Request Pack-
age. However, a survivor filing an 
amendment to a previously filed Re-
quest Package may only be entitled to 
benefits if the previously filed Request 
Package was filed within the governing 
filing deadline. All documentation that 
has already been submitted with re-
spect to the deceased person will be 
considered part of the survivor request-
er’s Request Package, and he or she is 
not required to resubmit such docu-
mentation. Survivor requesters must 
also file an amendment to a Request 
Package if there is a change in the 
order of priority of survivors, as de-
scribed in § 102.11. Such an amendment 
may be filed at any time before the 
Program terminates. 

(c) Requests in which benefits are 
sought by the estate of a deceased small-
pox vaccine recipient or vaccinia contact. 
If a smallpox vaccine recipient or 
vaccinia contact submitted a Request 
Form within the filing deadline, but 
subsequently dies, a representative of 
his or her estate may amend his or her 
Request Package at any time before 
the Program terminates in order to be 
considered eligible for benefits. Such 
an amendment can be filed regardless 
of whether the Secretary made an eli-
gibility determination or paid benefits 
with respect to the deceased person’s 
Request Package. However, a rep-
resentative of an estate filing an 
amendment to a previously filed Re-
quest Package may only be entitled to 
benefits if the previously filed Request 
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Package was filed within the governing 
filing deadline. All required docu-
mentation that has already been sub-
mitted with respect to the deceased 
person will be considered part of the 
amended Request Package, and the 
representative of the estate is not re-
quired to resubmit such documenta-
tion. 

Subpart F—Required Documenta-
tion To Be Deemed Eligible 

SOURCE: 68 FR 70096, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.50 Medical records necessary to 
establish that a covered injury was 
sustained. 

(a) In order to establish that a small-
pox vaccine recipient or vaccinia con-
tact sustained a covered injury, a re-
quester must submit the following 
medical records: 

(1) All physician, clinic, or hospital 
outpatient medical records docu-
menting medical visits, consultations, 
and test results that occurred on or 
after the date of the smallpox vaccina-
tion or exposure to vaccinia; and 

(2) All inpatient hospital medical 
records, including the admission his-
tory and physical examination, the dis-
charge summary, all physician sub-
specialty consultation reports, all 
progress notes, and all test results that 
occurred on or after the date of the 
smallpox vaccination or exposure to 
vaccinia. 

(b) A requester may submit addi-
tional medical documentation that he 
or she believes will support the Re-
quest Package. Although generally not 
required if a Table injury was sus-
tained, a requester may need to intro-
duce additional medical documentation 
or scientific evidence in order to estab-
lish that an injury was caused by a 
covered countermeasure (including the 
smallpox vaccine) or vaccinia con-
tracted through accidental vaccinia in-
oculation. 

(c) If certain medical records listed 
in paragraph (a) of this section are un-
available to the requester after he or 
she has made reasonable efforts to ob-
tain the records, the requester must 
submit a statement describing the rea-
sons for the records’ unavailability and 

the efforts he or she has taken to ob-
tain the records. The Secretary has the 
discretion to accept such a statement 
in place of the unavailable medical 
records. In this circumstance, the Sec-
retary may require an authorization 
from the requester (or his or her rep-
resentative) to try to obtain the 
records on his or her behalf. 

(d) In certain circumstances, the Sec-
retary may require additional medical 
records to make a determination that a 
covered injury was sustained (e.g., 
medical records prior to the date of 
vaccination or accidental vaccinia ex-
posure) or may determine that certain 
records described in paragraph (a) of 
this section are not necessary for an 
eligibility determination (e.g., records 
that are duplicative of other records 
submitted). If the Program requests ad-
ditional medical records (or informa-
tion) from a requester’s health care 
practitioner, then the requester may 
use a release form in order to have the 
medical records sent directly to the 
Program. 

§ 102.51 Documentation a smallpox 
vaccine recipient must submit to be 
deemed eligible by the Secretary. 

(a) A smallpox vaccine recipient 
must submit the following documenta-
tion in order to be deemed eligible by 
the Secretary: 

(1) A completed (to the fullest extent 
possible) and signed Request Form. 

(2) Documentation demonstrating 
that the requester: 

(i) Is a health care worker, law en-
forcement officer, firefighter, security 
personnel, emergency medical per-
sonnel, other public safety personnel, 
or support personnel for such occupa-
tional specialties who has volunteered 
and been selected to be a member of a 
smallpox emergency response plan 
prior to the time at which the Sec-
retary publicly announces that an ac-
tive case of smallpox has been identi-
fied within or outside of the United 
States and that the requester is or will 
be functioning in a role identified in a 
smallpox emergency response plan; and 

(ii) Was administered a smallpox vac-
cine pursuant to an approved smallpox 
emergency response plan during the ef-
fective period of the Declaration. 
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(3) If the requester’s injury relates to 
the administration of cidofovir or its 
derivatives or Vaccinia Immune Glob-
ulin, and not the smallpox vaccine, 
documentation demonstrating that the 
requester was administered such a cov-
ered countermeasure during the effec-
tive period of the Declaration. 

(4) Medical records sufficient to dem-
onstrate that the requester sustained a 
covered injury, as described in 
§ 102.3(g), in accordance with the re-
quirements set forth in § 102.50. 

(b) As an alternative to the docu-
mentation described in paragraphs 
(a)(2)(i)–(ii) of this section (documenta-
tion concerning a vaccine recipient’s 
participation in, and receipt of the 
smallpox vaccine under, an approved 
smallpox emergency response plan), a 
requester may submit a certification, 
by a Federal, State, or local govern-
ment entity or private health care en-
tity participating in the administra-
tion of covered countermeasures 
through a smallpox emergency re-
sponse plan, that the requester is a per-
son described in § 102.3(x)(1)–(3) (a per-
son meeting the definition of a small-
pox vaccine recipient, except for the 
requirement that the person sustained 
a covered injury). A certification form 
that may be used for this purpose is 
available from the Program. 

[68 FR 70093, Dec. 16, 2003; 69 FR 7376, Feb. 17, 
2004] 

§ 102.52 Documentation a vaccinia 
contact must submit to be deemed 
eligible by the Secretary. 

A requester who is a vaccinia contact 
must submit the following documenta-
tion in order to be deemed eligible by 
the Secretary: 

(a) A completed (to the fullest extent 
possible) and signed Request Form; 

(b) Documentation identifying the in-
dividual who was the source of the ac-
cidental vaccinia inoculation. This 
documentation must demonstrate that 
the source of the vaccinia was an indi-
vidual described in § 102.3(x)(1)–(3) (a 
person meeting the definition of a 
smallpox vaccine recipient, except for 
the requirement that the person sus-
tained a covered injury) or an indi-
vidual who was accidentally inoculated 
by an individual described in 
§ 102.3(x)(1)–(3) (a person meeting the 

definition of a smallpox vaccine recipi-
ent, except for the requirement that 
the person sustained a covered injury). 
If the requester is unable to provide 
the identity of the person who was the 
source of the accidental exposure, he or 
she must explain in writing both why 
this criterion cannot be met and the 
circumstances of the accidental 
vaccinia inoculation that support an 
individual described above as the 
source of the accidental vaccinia in-
oculation. The Secretary has the dis-
cretion to accept the requester’s state-
ment as evidence of the requester’s 
source of exposure; and 

(c) Medical records sufficient to dem-
onstrate that the requester contracted 
vaccinia during the effective period of 
the Declaration (or within 30 days 
thereafter) and sustained a covered in-
jury, as described in § 102.3(g), in ac-
cordance with the requirements set 
forth in § 102.50. These records must be 
consistent with the requester con-
tracting vaccinia after the accidental 
vaccinia inoculation described in para-
graph (b) of this section. 

§ 102.53 Documentation a survivor 
must submit to be deemed eligible 
by the Secretary. 

A requester who is a survivor must 
submit the following documentation in 
order to be deemed eligible by the Sec-
retary: 

(a) A completed (to the fullest extent 
possible) and signed Request Form; 

(b) All of the documentation required 
in: 

(1) Section 102.51(a)(2)–(4) (docu-
mentation requirements for smallpox 
vaccine recipients), in the case of a de-
ceased smallpox vaccine recipient. The 
survivor requester may submit a cer-
tification, as described in § 102.51(b) in 
the place of the documentation de-
scribed in § 102.51(a)(2) (documentation 
concerning a vaccine recipient’s par-
ticipation in, and receipt of the small-
pox vaccine under, an approved small-
pox emergency response plan); or 

(2) Section 102.52(b)–(d) (documenta-
tion requirements for vaccinia con-
tacts), in the case of a deceased 
vaccinia contact; 

(c) A death certificate for the de-
ceased smallpox vaccine recipient or 
vaccinia contact. If a death certificate 
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is unavailable, the requester must sub-
mit a letter providing the reasons for 
its unavailability. The Secretary has 
the discretion to accept other docu-
mentation as evidence that the small-
pox recipient or vaccinia contact is de-
ceased; 

(d) Medical records sufficient to dem-
onstrate that the deceased smallpox 
vaccine recipient or vaccinia contact 
died as the result of the covered injury. 
Such medical records may be the same 
as those required under § 102.50. If an 
autopsy was performed on the deceased 
smallpox vaccine recipient or vaccinia 
contact, the requester must submit a 
complete copy of the final autopsy re-
port. 

(e) Documentation showing that the 
requester is an eligible survivor, pursu-
ant to § 102.11 (e.g., birth certificate or 
marriage certificate); and 

(f) A certification, on the place pro-
vided on the Request Form, either that 
there are no other eligible survivors 
(e.g., for surviving eligible children, a 
certification that there is no surviving 
spouse, no other surviving eligible chil-
dren, and no other surviving depend-
ents younger than the age of 18 who 
may be eligible for the death benefit 
under the alternative calculation) or 
that other eligible survivors exist 
(along with the information known 
about such survivors). Section 102.11 
lists eligible survivors and the prior-
ities of survivorship. 

§ 102.54 Documentation the represent-
ative of the estate of a deceased 
smallpox vaccine recipient or 
vaccinia contact must submit to be 
deemed eligible by the Secretary. 

A requester who is the representative 
of the estate of a deceased smallpox 
vaccine recipient or vaccinia contact 
must submit the following documenta-
tion in order for the estate to be 
deemed eligible by the Secretary: 

(a) A completed (to the fullest extent 
possible) and signed Request Form; 

(b) All of the documentation required 
in: 

(1) Section 102.51(a)(2)–(4) (docu-
mentation requirements for smallpox 
vaccine recipients), in the case of a de-
ceased smallpox vaccine recipient. The 
requester may submit a certification, 
as described in § 102.51(b) in the place of 
the documentation described in 

§ 102.51(a)(2) (documentation con-
cerning a vaccine recipient’s participa-
tion in, and receipt of the smallpox 
vaccine under, an approved smallpox 
emergency response plan); or 

(2) Section 102.52(b)–(d) (documenta-
tion requirements for vaccinia con-
tacts), in the case of a deceased 
vaccinia contact; 

(c) A death certificate for the de-
ceased smallpox vaccine recipient or 
vaccinia contact. If a death certificate 
is unavailable, the requester must sub-
mit a letter providing the reasons for 
its unavailability. The Secretary has 
the discretion to accept other docu-
mentation as evidence that the small-
pox recipient or vaccinia contact is de-
ceased; and 

(d) Documentation showing that the 
requester is the representative of the 
estate of the deceased smallpox vaccine 
recipient or vaccinia contact. 

Subpart G—Required Documenta-
tion for Eligible Requesters To 
Receive Benefits 

SOURCE: 68 FR 70096, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.60 Documentation an eligible re-
quester seeking medical benefits 
must submit. 

A requester deemed eligible by the 
Secretary who seeks payment or reim-
bursement for medical services or 
items must submit the following, in ad-
dition to the documentation submitted 
under subpart F: 

(a) List of third-party payors. The re-
quester must submit a list of all third- 
party payors that may have an obliga-
tion to pay for or provide any medical 
services or items for which payment or 
reimbursement is being sought under 
this Program. Such third-party payors 
may include, but are not limited to, 
health maintenance organizations, 
health insurance companies, Medicare, 
Medicaid, and other entities obligated 
to provide medical services or items or 
recompense individuals for medical ex-
penses. Such a list must include the in-
dividual’s account numbers and other 
applicable information. If the requester 
knows of no such third-party payor, he 
or she must certify to that fact. If the 
requester becomes aware that a third- 
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party payor may have such an obliga-
tion, the requester must inform the 
Secretary within 10 business days of 
becoming aware of this information. 

(b) Documents for medical services or 
items provided in the past. A requester 
seeking payment or reimbursement for 
medical services or items provided in 
the past must submit an itemized 
statement from each health care entity 
(e.g., clinic, hospital, doctor, or phar-
macy) and third-party payor listing the 
services or items provided to diagnose 
or treat the covered injury or its 
health complications and the amounts 
paid or expected to be paid by third 
parties for such services or items (e.g., 
an Explanation of Benefits from the in-
dividual’s health insurance company). 
If no third-party payor has an obliga-
tion to pay for or provide such services 
or items, the requester must certify to 
that fact and submit an itemized list of 
the services or items provided (includ-
ing the total cost of such services or 
items). To assist the Secretary in mak-
ing a determination as to whether such 
services or items were reasonable and 
necessary to diagnose or treat a cov-
ered injury or its health complications, 
the requester may submit, in addition 
to the required medical records, docu-
mentation showing that a health care 
practitioner prescribed or rec-
ommended such services or items. The 
medical records must support the re-
quested services and items; 

(c) Documents for medical services and 
items expected to be provided in the fu-
ture. A requester seeking payments for 
medical services or items expected to 
be provided in the future must submit 
a statement from one or more health 
care practitioner(s) (e.g., a treating 
neurologist for neurologic issues and a 
treating cardiologist for cardiologic 
issues) describing those services and 
items that appear likely to be needed 
to diagnose or treat the covered injury 
or its health complications in the fu-
ture. The medical records must support 
the requested services and items. A re-
quester must submit documentation, if 
available, concerning the likely cost 
of, and the amount expected to be paid 
by third-party payors for, such services 
or items. 

§ 102.61 Documentation an eligible re-
quester seeking benefits for lost em-
ployment income must submit. 

A requester deemed eligible by the 
Secretary who seeks benefits for lost 
employment income from the Program 
must submit, in addition to the docu-
mentation submitted under subpart F, 
documentation describing: 

(a) The number of days (including 
partial days) of work missed by the 
smallpox vaccine recipient or vaccinia 
contact as a result of the covered in-
jury or its health complications for 
which employment income was lost 
(e.g., time sheet from pay period re-
flecting work days missed). As stated 
in § 102.32(c), days for which an indi-
vidual used paid leave in order to be 
paid for lost work will be considered 
days of work for which employment in-
come was received (unless the individ-
ual’s employer restores the leave that 
was used by putting the individual in 
the same position as if he or she had 
not used paid leave); 

(b) The smallpox vaccine recipient or 
vaccinia contact’s gross employment 
income at the time the covered injury 
was sustained (e.g., the individual’s 
most recent Federal tax return or a 
pay stub from the time of the covered 
injury); 

(c) Whether the smallpox vaccine re-
cipient or vaccinia contact had one or 
more dependents at the time the cov-
ered injury was sustained (e.g., the in-
dividual’s most recent Federal tax re-
turn); and 

(d) All third-party payors that have 
paid for or that may be required to pay 
the requester benefits for loss of em-
ployment income or provide disability 
and retirement benefits for which pay-
ment or reimbursement is being sought 
under this Program (e.g., State work-
ers’ compensation programs, disability 
insurance programs, etc.). A requester 
must submit documentation, if avail-
able, concerning the amount of such 
payments or benefits expected to be 
paid by third-party payors. If the re-
quester knows of no such third-party 
payor, he or she must certify to that 
fact. If, at any time, the requester be-
comes aware that a third-party payor 
may have such an obligation, the re-
quester must inform the Secretary 
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within 10 business days of becoming 
aware of this information. 

§ 102.62 Documentation an eligible re-
quester seeking a death benefit 
must submit. 

(a) A requester deemed an eligible 
survivor by the Secretary who seeks a 
death benefit under § 102.82(c) must sub-
mit, in addition to the documentation 
submitted under subpart F, a certifi-
cation informing the Secretary wheth-
er a disability or death benefit was 
paid under the PSOB Program with re-
spect to the deceased smallpox vaccine 
recipient or vaccinia contact. If such a 
benefit(s) was provided, the requester 
must submit documentation showing 
the amount of the benefit(s) provided 
by the PSOB Program. If no such bene-
fits were provided, the certification 
must explain whether any survivors 
are eligible for a death benefit under 
the PSOB Program and, if so, whether 
death benefits have been sought under 
the PSOB Program. 

(b) A representative seeking a death 
benefit under § 102.82(d) on behalf of a 
dependent requester younger than the 
age of 18 deemed an eligible survivor by 
the Secretary must submit, in addition 
to the documentation submitted under 
subpart F, the following: 

(1) Documentation showing that the 
deceased smallpox vaccine recipient or 
vaccinia contact is survived by one or 
more dependents younger than the age 
of 18. Such documentation must show 
the date of birth of all such dependents 
(e.g., copies of birth certificates); 

(2) A written selection by each legal 
guardian, on behalf of all of the de-
pendents described in paragraph (b)(1) 
of this section for whom he or she is 
the legal guardian, to receive propor-
tional death benefits under the alter-
native calculation as described in 
§ 102.82(d), in place of proportional ben-
efits available under the standard cal-
culation as described in § 102.82(c). 
Written selections are described in 
§ 102.82(d)(1). 

(3) Documentation showing that the 
requester is the legal guardian of all of 
the dependents described in paragraph 
(b)(1) of this section, as required under 
§ 102.63(b). If multiple dependents have 
different legal guardians, the legal 

guardian of each dependent(s) must 
submit such documentation; 

(4) Documentation showing the de-
ceased smallpox vaccine recipient or 
vaccinia contact’s gross employment 
income at the time the covered injury 
was sustained (e.g., the decedent’s 
most recent Federal tax return or a 
pay stub from the time of the covered 
injury); and 

(5) A description of all third-party 
payors that have paid for or that may 
be required to pay for the benefits de-
scribed in § 102.82(d)(3)(A). This descrip-
tion must include the amount of such 
benefits that have been paid or that 
may be authorized to be paid in the fu-
ture. If the representative knows of no 
such third-party payor, he or she must 
certify to that fact. If, at any time, the 
representative becomes aware that a 
third-party payor may have such an 
obligation, he or she must inform the 
Secretary within 10 business days of 
becoming aware of this information. 

§ 102.63 Documentation a representa-
tive filing on behalf of an eligible 
requester who is a minor or a le-
gally incompetent adult must sub-
mit. 

Before benefits will be paid under by 
the Program to an eligible requester 
who is a minor or legally incompetent 
adult, his or her representative must 
submit, in addition to the documenta-
tion submitted under subpart F and 
under §§ 102.60–102.62, the following: 

(a) Documentation showing that the 
requester is: 

(1) A minor (e.g., birth certificate); or 
(2) A legally incompetent adult (e.g., 

court decree of incompetency); and 
(b) Documentation showing that: 
(1) In the case of a minor, the re-

quester is the legal guardian of the 
minor (e.g., birth certificates for par-
ents who are legal guardians or, for 
other legal guardians, a decree by a 
court of competent jurisdiction estab-
lishing the legal guardianship of a per-
son other than the minor’s parents 
under applicable State law). If a minor 
has more than one legal guardian, this 
information is required only of one 
legal guardian; or 

(2) In the case of a legally incom-
petent adult, a decree by a court of 
competent jurisdiction establishing a 
guardianship or conservatorship of the 
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requester’s estate under applicable 
State law. 

Subpart H—Secretarial 
Determinations 

SOURCE: 68 FR 70096, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.70 Determinations the Secretary 
must make before benefits can be 
paid. 

(a) Before reviewing a Request Pack-
age, the Secretary will assign a Pro-
gram number to the Request Package 
and so inform the requester (or his or 
her representative) in writing. All cor-
respondence to the requester (or his or 
her representative) about a specific Re-
quest Package will be referenced by 
this Program number. 

(b) Before the Secretary will pay ben-
efits under this Program, he must de-
termine that: 

(1) The requester or his or her rep-
resentative submitted a completed (to 
the fullest extent possible) and signed 
Request Form within the governing fil-
ing deadline; 

(2) The requester meets the eligi-
bility requirements set out in this part 
(including a determination that a cov-
ered injury was sustained); and 

(3) The requester is entitled to re-
ceive benefits from the Program. In 
making this determination, the Sec-
retary will decide the type(s) and 
amounts of benefits that will be paid to 
the requester. 

(c) Once the Secretary has sufficient 
documentation to make an eligibility 
or benefits determination, he will 
make the decision in a timely manner. 

§ 102.71 Insufficient documentation for 
eligibility and benefits determina-
tions. 

In the event that there is insufficient 
documentation in the Request Package 
for the Secretary to make the applica-
ble determinations under this part, the 
Secretary will notify the requester, or 
his or her representative. The re-
quester will be given 60 calendar days 
from the date of the Secretary’s notifi-
cation to submit the required docu-
mentation. If the requester is unable to 
provide the additional documentation, 
he or she may write to the Secretary 

and explain the reason that the re-
quested documentation is unavailable 
and the efforts the requester has taken 
to obtain the documents. The Sec-
retary may accept such a letter in 
place of the required documentation or 
disapprove the request due to insuffi-
cient documentation. If no documenta-
tion is submitted in response to the 
Secretary’s letter, the Secretary may 
disapprove the request. The Secretary 
also may require an authorization from 
the requester (or his or her representa-
tive) to try to obtain required docu-
mentation on his or her behalf. 

§ 102.72 Sufficient documentation for 
eligibility and benefits determina-
tions. 

(a) Eligibility determinations. When the 
Secretary determines that there is suf-
ficient documentation in the Request 
Package to conduct an evaluation of a 
requester’s eligibility, he will begin the 
review to determine whether the re-
quester is eligible. If the Secretary de-
termines that the requester is not eli-
gible, the Secretary will inform the re-
quester (or his or her representative) in 
writing of the disapproval and the op-
tions available to the requester, includ-
ing reconsideration. 

(b) Benefits determinations. If the Sec-
retary determines that the requester is 
eligible for benefits, he will, after re-
ceiving documentation from the re-
quester for a benefits determination, 
either calculate the amount and types 
of benefits, as described in subpart I of 
this part, or request additional docu-
mentation in order to calculate the 
benefits that can be paid (e.g., an Ex-
planation of Benefits from the request-
er’s insurance company if none was 
provided). 

(c) Additional documentation required. 
At any time after a Request Form has 
been filed, the Secretary may direct a 
requester to supplement or amend the 
Request Package by providing addi-
tional information or documentation. 

§ 102.73 Approval of benefits. 
When the Secretary has determined 

that benefits will be paid to a requester 
and has calculated the type and 
amount of such benefits, he will notify 
the requester (or his or her representa-
tive) in writing. The Secretary will 
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make payments in accordance with 
§ 102.83. 

§ 102.74 Disapproval of benefits. 

(a) If the Secretary determines that a 
requester is not eligible for payments 
under the Program, the Secretary will 
disapprove the request and provide the 
requester, or his or her representative, 
with a written notice of the basis for 
the disapproval and the options avail-
able to the requester, including recon-
sideration. 

(b) The Secretary may disapprove a 
request at any time, even before the re-
quester has submitted required docu-
mentation (e.g., the Secretary may de-
termine that a requester did not meet 
the filing deadline, even before re-
quired documentation is submitted or 
reviewed). 

Subpart I—Calculation and 
Payment of Benefits 

SOURCE: 68 FR 70096, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.80 Calculation of medical bene-
fits. 

In calculating medical benefits, the 
Secretary will take into consideration 
all reasonable costs for those medical 
items and services that are reasonable 
and necessary to diagnose or treat a 
smallpox vaccine recipient or vaccinia 
contact’s covered injury or its health 
complications, as described in § 102.31. 
The Secretary will consider and may 
rely upon benefits documentation sub-
mitted by the requester (e.g., bills, Ex-
planation of Benefits, and cost-related 
documentation to support the expenses 
relating to the covered injury or its 
health complications), as required by 
§ 102.60. The Secretary will make such 
payments only to the extent that such 
costs were not, and will not be, paid by 
any third-party payor and only if no 
third-party payor had or has an obliga-
tion to provide such services or items 
to the requester, except as provided in 
§ 103.83(c) and § 103.84. There are no caps 
on medical benefits that may be pro-
vided under the Program. 

§ 102.81 Calculation of benefits for lost 
employment income. 

(a) Primary calculation. Benefits under 
this section may be paid for days of 
work lost as a result of a covered in-
jury or its health complications if the 
smallpox vaccine recipient or vaccinia 
contact lost employment income for 
the lost work days. As described in 
§ 102.32(c), days in which an individual 
used paid leave (including vacation and 
sick leave) for lost work days will not 
be considered days for which the indi-
vidual lost employment income (unless 
the individual’s employer restores the 
leave taken by putting the employee in 
the same position as if he or she had 
not used paid leave). 

(1) The Secretary will calculate the 
rate of benefits to be paid for the lost 
work days based on the smallpox vac-
cine recipient or vaccinia contact’s 
gross employment income, which in-
cludes income from self-employment, 
at the time he or she sustained the cov-
ered injury. The Secretary may not, 
except with respect to injured individ-
uals who are minors, consider projected 
future earnings in this calculation. 

(i) For a smallpox vaccine recipient 
or vaccinia contact with no dependents 
at the time the covered injury was sus-
tained, the benefits are 662⁄3% of the in-
dividual’s gross employment income at 
the time the covered injury was sus-
tained. 

(ii) For a smallpox vaccine recipient 
or vaccinia contact with one or more 
dependents at the time the covered in-
jury was sustained, the benefits are 
75% of the individual’s gross employ-
ment income at the time the covered 
injury was sustained; and 

(2) In the case of a smallpox vaccine 
recipient or vaccinia contact who is a 
minor, the Secretary may consider the 
provisions of 5 U.S.C. 8113 (part of the 
statute authorizing the FECA Pro-
gram), and any implementing regula-
tions, in determining the amount of 
payments under this section and the 
circumstances under which such pay-
ments are reasonable and necessary. 

(b) Adjustment for inflation. Benefits 
for lost employment income paid under 
the Program that represent future lost 
employment income will be adjusted 
annually to account for inflation. 
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(c) Limitations on benefits paid. The 
Secretary will reduce the benefits cal-
culated under paragraphs (a) and (b) of 
this section, according to the limita-
tions described in this paragraph: 

(1) Annual limitation. The maximum 
amount that a requester can receive in 
any one year in benefits for lost em-
ployment income under this Program 
is $50,000; 

(2) Lifetime limitation. The maximum 
amount that a requester can receive 
during his or her lifetime in benefits 
for lost employment income under this 
Program is the amount of the death 
benefit calculated under the PSOB Pro-
gram in the same fiscal year as the 
year in which this lifetime cap is 
reached. This amount is the maximum 
death benefit payable to survivors 
under this Program using the standard 
calculation described in § 102.82(c). 
However, this lifetime cap does not 
apply if the Secretary determines that 
the smallpox vaccine recipient or 
vaccinia contact has a covered injury 
(or injuries) meeting the definition of 
‘‘disability’’ in section 216(i) of the So-
cial Security Act, 42 U.S.C. 416(i); and 

(3) Number of lost work days. A re-
quester will be compensated for ten or 
more days of work lost if he or she lost 
employment income for those days as a 
result of the covered injury (or its 
health complications). If the number of 
days of lost employment income due to 
the covered injury (or its health com-
plications) is fewer than ten, the Sec-
retary will reduce the number of lost 
work days by 5 days. If the smallpox 
vaccine recipient or vaccinia contact 
lost employment income for a period of 
5 days or fewer, no benefits for lost em-
ployment income will be paid. Lost 
work days do not need to be consecu-
tive. Partial days of lost employment 
income may be aggregated to calculate 
the total number of lost work days. 
The Secretary has the discretion to 
consider the reasonableness of work 
days (or partial work days) lost as a re-
sult of a covered injury or its health 
complications in this calculation. 

(d) Reductions for other coverage. From 
the amount of benefits calculated 
under paragraphs (a), (b), and (c) of this 
section, the Secretary will make reduc-
tions: 

(1) For all payments made, or ex-
pected to be made in the future, to the 
requester for compensation of lost em-
ployment income or disability or re-
tirement benefits, by any third-party 
payor in relation to the covered injury 
or its health complications, consistent 
with § 102.32(b); and 

(2) So that the total amount of bene-
fits for lost employment income paid 
to a requester under this Program, to-
gether with the total amounts paid (or 
payable) by third-party payors, as de-
scribed in paragraph (d)(1) of this sec-
tion, does not exceed 662⁄3% (or 75%, if 
the smallpox vaccine recipient or 
vaccinia contact had at least one de-
pendent at the time the covered injury 
was sustained) of his or her employ-
ment income at the time of the covered 
injury for the lost work days. If a re-
quester receives a lump-sum payment 
from any third-party payor, under any 
obligation described in paragraph (d)(1) 
of this section, the Secretary will deem 
such a payment to be received over a 
period of years, rather than in a single 
year. The Secretary has discretion as 
to how to apportion such payments 
over multiple years; and 

(e) Termination of payments. The Sec-
retary will not pay benefits for lost 
employment income after the re-
quester reaches the age of 65. 

[68 FR 70093, Dec. 16, 2003; 69 FR 7376, Feb. 17, 
2004] 

§ 102.82 Calculation of death benefits. 

(a) Definitions. For purposes of this 
section: 

(1) Alternative calculation means the 
calculation used under paragraph (d) of 
this section for the death benefit avail-
able to dependents. 

(2) Deceased person means an other-
wise eligible deceased smallpox vaccine 
recipient or vaccinia contact; and 

(3) Dependent means a person whom 
the Internal Revenue Service would 
have considered the deceased person’s 
dependent at the time the covered in-
jury was sustained, and who is younger 
than the age of 18 at the time of filing 
the Request Form. 

(4) Standard calculation means the 
calculation used under paragraph (c) of 
this section for the death benefit avail-
able to all eligible survivors (other 
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than dependents who do not meet an-
other category of eligible survivors, 
such as surviving eligible children). 

(b) General. (1) If the legal guardian(s) 
of dependents younger than 18 years of 
age does not file a written selection to 
receive death benefits under the alter-
native calculation, as described in 
paragraph (d)(1) of this section, or if 
the Secretary does not approve such a 
selection, the Secretary will pay pro-
portionate death benefits under the 
standard calculation to all of the eligi-
ble survivors with priority to receive 
death benefits under the standard cal-
culation, as described in § 102.11(b). 

(2) If the Secretary approves a writ-
ten selection to receive benefits under 
the alternative calculation, as de-
scribed in paragraph (d)(1) of this sec-
tion: 

(i) If no other eligible survivors are of 
equal priority to receive death bene-
fits, the Secretary will pay a death 
benefit in an amount calculated under 
the alternative calculation to the ag-
gregate of the dependents on whose be-
half the election was filed; and 

(ii) If other eligible survivors are of 
equal priority to receive death benefits 
as the dependents receiving death ben-
efits under the alternative calculation, 
the Secretary will pay the other eligi-
ble survivors a proportionate amount 
of the death benefit available and cal-
culated under the standard calculation. 
In such circumstances, the Secretary 
will pay the aggregate of the depend-
ents receiving a death benefit under 
the alternative calculation a propor-
tionate share of the benefits available 
under that calculation (in place of the 
proportionate share of the death ben-
efit that would be available under the 
standard calculation). For example, if 
a deceased smallpox vaccine recipient 
is survived by a dependent 10-year old 
child and a spouse who is not the 
child’s legal guardian (e.g., the depend-
ent child’s parents were the deceased 
person and his or her former spouse), 
the surviving spouse would be able to 
receive his or her share of the death 
benefit under the standard calculation, 
and the dependent child’s legal guard-
ian, on behalf of the minor, would re-
ceive either the child’s proportionate 
share of the death benefit under the 
standard calculation or the child’s pro-

portionate share of the death benefit 
available under the alternative cal-
culation (if the legal guardian filed a 
written selection for such a death ben-
efit). 

(c) Standard calculation of death bene-
fits. (1) The maximum death benefit 
available under the standard calcula-
tion of death benefits is the amount of 
the comparable death benefit cal-
culated under the PSOB Program in 
the same fiscal year as the year in 
which the death benefit under the 
standard calculation is paid under this 
Program (without regard to any reduc-
tion under the PSOB Program attrib-
utable to a limitation in appropria-
tions), reduced by the total amount of 
benefits for lost employment income 
paid under this Program to the de-
ceased person during his or her lifetime 
and to his or her estate after death. 

(2) No death benefit will be paid 
under the standard calculation if a 
death benefit has been paid, or if sur-
vivors are eligible to receive a death 
benefit, under the PSOB Program with 
respect to the deceased person. 

(3) No death benefit will be paid 
under the standard calculation if a dis-
ability benefit has been paid under the 
PSOB Program with respect to the de-
ceased person. However, if the PSOB 
Program disability benefit paid was re-
duced because of a limitation on appro-
priations, a death benefit will be avail-
able under the standard calculation to 
the extent necessary to ensure that the 
total amount of disability benefits paid 
under the PSOB Program, together 
with the amount of death benefits paid 
under the standard calculation, equals 
the amount of the death benefit de-
scribed in paragraph (c)(1) of this sec-
tion. 

(4) Death benefits will be paid under 
the standard calculation in a lump 
sum. 

(d) Alternative calculation of death ben-
efits available to surviving dependents 
younger than the age of 18. If a deceased 
smallpox vaccine recipient or vaccinia 
contact had at least one dependent who 
is younger than the age of 18 (and will 
be younger than the age of 18 at the 
time of the payment), the legal guard-
ian(s) of all such dependents may re-
quest benefits under the alternative 
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calculation described in this para-
graph. To receive such a benefit, the 
legal guardian, on behalf of all such de-
pendents for whom he or she is the 
legal guardian, must file a selection to 
receive benefits under the alternative 
calculation, as described in paragraph 
(d)(1) of this section. If multiple de-
pendents have different legal guard-
ians, each legal guardian is responsible 
for requesting benefits under the stand-
ard calculation or for filing a selection 
for a death benefit under the alter-
native calculation. If a single depend-
ent has more than one legal guardian, 
one legal guardian may file the selec-
tion. Payments made under the alter-
native calculation will be made to the 
legal guardian(s) of all of the depend-
ents on behalf of all of those depend-
ents until they reach the age of 18. 

(1) Selection of benefits under alter-
native calculation. Before a payment of 
a death benefit will be approved under 
the alternative calculation, the legal 
guardian(s) of the dependents for whom 
he or she is the legal guardian must 
file a written selection, on behalf of all 
such dependents, to receive a death 
benefit under the alternative calcula-
tion. If such a selection is approved by 
the Secretary, these dependents will be 
paid a proportionate share of the death 
benefit under the alternative calcula-
tion in place of the proportionate share 
of benefits that would otherwise be 
available to them under the standard 
calculation. 

(2) Amount of payments. The max-
imum death benefit available under 
this paragraph is 75% of the deceased 
person’s income (including income 
from self-employment) at the time he 
or she sustained the covered injury 
that resulted in death, adjusted to ac-
count for inflation (as appropriate), ex-
cept as follows: 

(i) The maximum payment of death 
benefits that may be made on behalf of 
the aggregate of the dependents in any 
one year is $50,000; 

(ii) All payments made under this 
paragraph will stop once the youngest 
of the dependents reaches the age of 18. 

(3) Reductions for other coverage. The 
total amount of death benefits pro-
vided under the alternative calculation 
will be reduced so that the total 
amount of payments made (or expected 

to be made) under obligations de-
scribed in paragraph (d)(3)(i) of this 
section, together with the death bene-
fits paid under the alternative calcula-
tion, is not greater than the amount of 
payments described in paragraph (d)(2) 
of this section. In other words, the 
total amount of death benefits paid to 
dependents under the alternative cal-
culation may be reduced if third-party 
payors have paid (or are expected to 
pay) for certain benefits so that such 
dependents will receive a total sum 
(combining the death benefit paid 
under the alternative calculation and 
the actual and expected benefits paid 
for by third-party payors) that is not 
greater than the death benefit that 
would be available under the alter-
native calculation if no third-party 
payor existed to pay such benefits. 

(i) The amount of death benefits paid 
under the alternative calculation will 
be reduced for all payments made, or 
expected to be made in the future, by 
any third-party payor for: 

(A) Compensation for the deceased 
person’s loss of employment income on 
behalf of the dependents or their legal 
guardian(s); 

(B) Disability, retirement, or death 
benefits in relation to the deceased 
person (including, but not limited to, 
death and disability benefits under the 
PSOB Program) on behalf of the de-
pendents or their legal guardian(s); and 

(C) Life insurance benefits on behalf 
of the dependents. 

(ii) In calculating such reductions, 
the Secretary will deem any lump-sum 
payment made by a third-party payor 
under any obligation described in para-
graph (d)(3)(A) of this section, as re-
ceived over a period of years, rather 
than in a single year. The Secretary 
has discretion as to how to apportion 
such payments over multiple years. 

(4) Timing of payments. Payments 
made under this paragraph will be 
made on an annual basis, beginning at 
the time of the initial payment, to the 
legal guardian(s) on behalf of the ag-
gregate of the dependents receiving the 
payment. In the year in which the 
youngest dependent reaches the age of 
18, payments under this section will be 
paid on a pro rata basis for the period 
of time before that dependent reaches 
the age of 18. Once a dependent reaches 
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the age of 18, the payments under this 
alternative calculation will no longer 
be made on his or her behalf. Because 
payments under the alternative cal-
culation are to be made on behalf of de-
pendents who are younger than the age 
of 18, if a dependent meets this require-
ment at the time of filing of the Re-
quest Form, but reaches the age of 18 
(or is older than 18 years of age) at the 
time of the initial payment, no pay-
ment will be made to the dependent’s 
legal guardian on his or her behalf 
under the alternative calculation. 

[68 FR 70093, Dec. 16, 2003; 69 FR 7376, Feb. 17, 
2004] 

§ 102.83 Payment of all benefits. 

(a) The Secretary may pay any bene-
fits under this Program through lump- 
sum payments. If the Secretary deter-
mines that there is a reasonable likeli-
hood that the payments of medical 
benefits, benefits for lost employment 
income, or death benefits paid under 
the alternative calculation (described 
in § 102.82(d)) will be required for a pe-
riod in excess of one year from the date 
the Secretary determines the requester 
is eligible for such benefits, the Sec-
retary may make a lump-sum pay-
ment, purchase an annuity or medical 
insurance policy, or execute an appro-
priate structured settlement agree-
ment, provided that such payment, an-
nuity, policy, or agreement is actuari-
ally determined to have a value equal 
to the present value of the projected 
total amount of benefits that the re-
quester is eligible to receive under 
§§ 102.80, 102.81, and 102.82(d). 

(b) Lump sum payments will be made 
through an electronic funds transfer to 
an account of the requester. However, 
if the requester is a minor, the pay-
ment will be made to the account of his 
or her legal guardian on behalf of the 
minor. In accepting such payments, the 
legal guardian of a minor requester is 
obliged to use the funds for the benefit 
of the minor and to take any actions 
necessary to comply with state law re-
quirements pertaining to such pay-
ments. If the requester is a legally in-
competent adult, the legal guardian 
must establish a guardianship or con-
servatorship of the estate account with 
court oversight, in accordance with 

State law, and payment will be made 
to that account. 

(c) The Secretary may, at his discre-
tion, make interim payments of bene-
fits under this Program, even before he 
makes a final determination as to the 
total type and total amount of benefits 
that will be paid. The Secretary may, 
for example, make an interim payment 
of medical benefits that have been cal-
culated before a final determination on 
benefits for lost employment income is 
completed, or of past medical benefits 
that have been calculated before a final 
calculation of future medical benefits 
is completed. The Secretary may, in 
his discretion, make an interim pay-
ment even before a final eligibility or 
benefits determination is made (e.g., if 
a piece of documentation has not been 
obtained because a person with a se-
vere vaccine-related injury is hospital-
ized, but all other documentation is 
consistent with the requester meeting 
the eligibility requirements). If such a 
requester’s documentation is incom-
plete, the requester must submit the 
required documentation within the 
time-frame determined by the Sec-
retary. Such a requester must agree 
that he or she will be obliged to repay 
the Secretary such benefits in the 
event that such payments are later de-
termined to be inappropriate. Any pay-
ments made on an interim basis will 
not entitle a requester to seek recon-
sideration of the Secretary’s decision 
on these benefits until the Secretary 
makes a complete benefits determina-
tion. 

[68 FR 70096, Dec. 16, 2003, as amended at 71 
FR 29811, May 24, 2006] 

§ 102.84 The Secretary’s right to re-
cover benefits paid under this pro-
gram from third-party payors. 

Upon payment of benefits under this 
program, the Secretary will be sub-
rogated to the rights of the requester 
and may assert a claim against any 
third-party payor with a legal or con-
tractual obligation to pay for (or pro-
vide) such benefits and may recover 
from such third-party payor(s) the 
amount of benefits paid up to the 
amount of benefits the third-party 
payor has or had an obligation to pay 
for (or provide). In other words, the 
Secretary may pay benefits before the 
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requester receives a payment from a 
third-party payor in specific cir-
cumstances. In those circumstances, 
the Secretary has a right to be reim-
bursed by the third-party payor. The 
circumstances in which the Secretary 
may assert this right include those in 
which the Secretary pays benefits 
under this Program to a requester be-
fore a final decision is made that a 
third-party payor has an obligation to 
pay such benefits to the requester. Re-
questers receiving benefits under this 
Program (or their representatives) 
shall assist the Secretary in recovering 
such benefits. In the event that a re-
quester receives a benefit from a third- 
party payor after receiving the same 
type of benefits from the Secretary 
under this Program, the Secretary has 
a right to recover the amount of the 
benefits awarded from the requester. 

Subpart J—Reconsideration of the 
Secretary’s Determinations 

SOURCE: 68 FR 70096, Dec. 16, 2003, unless 
otherwise noted. 

§ 102.90 Reconsideration of the Sec-
retary’s eligibility and benefits de-
terminations. 

(a) Right of reconsideration. A re-
quester has the right to seek reconsid-
eration of the Secretary’s determina-
tion that he or she is not eligible for 
payment. In addition, a requester who 
asserts that the amount of the benefits 
paid by the Secretary (or the fact that 
certain benefits were not paid or pay-
able) is incorrect may also seek recon-
sideration. Letters seeking reconsider-
ation must be in writing, describe the 
reason(s) why the decision should be 
reconsidered, and be postmarked with-
in 60 calendar days of the date of the 
Secretary’s decision on the request. Be-
cause no new documentation will be 
considered in the reconsideration proc-
ess, the letter seeking reconsideration 
may not include or refer to any docu-
mentation that was not before the Sec-
retary at the time of his initial deter-
mination. 

(b) Letters seeking reconsideration. A 
requester, or his or her representative, 
may send a letter seeking reconsider-
ation through the U.S. Postal Service, 
commercial carrier, or a private cou-

rier service. The Secretary will not ac-
cept letters seeking reconsideration 
electronically or by hand-delivery. 

(1) Letters sent through the U.S. 
Postal Service must be sent to the As-
sociate Administrator, Healthcare Sys-
tems Bureau, Health Resources and 
Services Administration, 5600 Fishers 
Lane, Room 12–105, Rockville, Mary-
land 20857. 

(2) Letters sent through a commer-
cial carrier or private courier service 
must be sent to the Associate Adminis-
trator, Healthcare Systems Bureau, 
Parklawn Building, Room 12–105, 5600 
Fishers Lane, Rockville, Maryland 
20857. 

(c) Reconsideration process. When the 
Associate Administrator of the 
Healthcare Systems Bureau (the Asso-
ciate Administrator), receives a letter 
seeking reconsideration, a qualified 
panel will be convened, independent of 
the Program, to review the Secretary’s 
initial determination. The panel will 
base its recommendation on the docu-
mentation before the Secretary when 
the initial determination(s) was made. 
The panel will perform its own review 
and make its own findings, which will 
be submitted to the Associate Adminis-
trator. The Associate Administrator 
will then review the panel’s rec-
ommendation(s) and make a final de-
termination, which will be sent to the 
requester (or his or her representative). 
This will be the Secretary’s final ac-
tion on the letter seeking reconsider-
ation and will be considered the Sec-
retary’s final determination on the re-
quest. Requesters may not seek review 
of a decision made on reconsideration. 

[68 FR 70096, Dec. 16, 2003, as amended at 71 
FR 29811, May 24, 2006] 

§ 102.91 Secretary’s review authority. 

Under section 262(f)(1) of the Public 
Health Service Act (42 U.S.C. 
239a(f)(1)), the Secretary may, at any 
time, review on his own motion or on 
application, any determination made 
under this part (including, but not lim-
ited to, determinations concerning eli-
gibility, entitlement to benefits, and 
the calculation and payment of bene-
fits under the Program). Upon review 
of such a determination, the Secretary 
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may affirm, vacate, or modify the de-
termination in any manner the Sec-
retary deems appropriate. 

§ 102.92 No additional judicial or ad-
ministrative review of determina-
tions made under this part. 

Under section 262(f)(2) of the Public 
Health Service Act (42 U.S.C. 
239a(f)(2)), no further judicial review of 
the Secretary’s actions under this part 

(including, but not limited to, eligi-
bility determinations, the calculation 
of benefits, and determinations about 
the method of payment of benefits) is 
permitted. In addition, no further ad-
ministrative review of the Secretary’s 
actions under this part is permitted 
unless the President specifically di-
rects otherwise. 

PART 110 [RESERVED] 
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SUBCHAPTER K—HEALTH RESOURCES DEVELOPMENT 

PART 121—ORGAN PROCUREMENT 
AND TRANSPLANTATION NETWORK 

Sec. 
121.1 Applicability. 
121.2 Definitions. 
121.3 The OPTN. 
121.4 OPTN Policies: Secretarial review and 

appeals. 
121.5 Listing requirements. 
121.6 Organ procurement. 
121.7 Identification of organ recipient. 
121.8 Allocation of organs. 
121.9 Designated transplant program re-

quirements. 
121.10 Reviews, evaluation, and enforce-

ment. 
121.11 Record maintenance and reporting re-

quirements. 
121.12 Advisory Committee on Organ Trans-

plantation. 
121.13 Definition of Human Organ Under 

section 301 of the National Organ Trans-
plant Act, as amended. 

AUTHORITY: Sections 215, 371–376 of the 
Public Health Service Act (42 U.S.C. 216, 273– 
274d); sections 1102, 1106, 1138 and 1871 of the 
Social Security Act (42 U.S.C. 1302, 1306, 
1320b–8 and 1395hh); and section 301 of the Na-
tional Organ Transplant Act, as amended (42 
U.S.C. 274e). 

SOURCE: 63 FR 16332, Apr. 2, 1998, unless 
otherwise noted. 

§ 121.1 Applicability. 
(a) The provisions of this part, with 

the exception of § 121.13, apply to the 
operation of the Organ Procurement 
and Transplantation Network (OPTN) 
and to the Scientific Registry. 

(b) The provisions of § 121.13 apply to 
the prohibition set forth in section 301 
of the National Organ Transplant Act, 
as amended. 

(c) In accordance with section 1138 of 
the Social Security Act, hospitals in 
which organ transplants are performed 
and which participate in the programs 
under titles XVIII or XIX of the Social 
Security Act, and organ procurement 
organizations designated under section 
1138(b) of the Social Security Act, are 
subject to the requirements of this 
part. 

[63 FR 16332, Apr. 2, 1998, as amended at 64 
FR 56658, Oct. 20, 1999; 72 FR 10618, Mar. 9, 
2007] 

§ 121.2 Definitions. 

As used in this part— 
Act means the Public Health Service 

Act, as amended. 
Designated transplant program means 

a transplant program that has been 
found to meet the requirements of 
§ 121.9. 

Family member means a family mem-
ber of a transplant candidate, trans-
plant recipient, or organ donor. 

OPTN computer match program means 
a set of computer-based instructions 
which compares data on a cadaveric 
organ donor with data on transplant 
candidates on the waiting list and 
ranks the candidates according to 
OPTN policies to determine the pri-
ority for allocating the donor organ(s). 

Organ means a human kidney, liver, 
heart, lung, pancreas, or intestine (in-
cluding the esophagus, stomach, small 
and/or large intestine, or any portion 
of the gastrointestinal tract). Blood 
vessels recovered from an organ donor 
during the recovery of such organ(s) 
are considered part of an organ with 
which they are procured for purposes of 
this part if the vessels are intended for 
use in organ transplantation and la-
beled ‘‘For use in organ transplan-
tation only.’’ 

Organ donor means a human being 
who is the source of an organ for trans-
plantation into another human being. 

Organ procurement organization or 
OPO means an entity so designated by 
the Secretary under section 1138(b) of 
the Social Security Act. 

Organ procurement and transplantation 
network or OPTN means the network 
established pursuant to section 372 of 
the Act. 

Potential transplant recipient or poten-
tial recipient means a transplant can-
didate who has been ranked by the 
OPTN computer match program as the 
person to whom an organ from a spe-
cific cadaveric organ donor is to be of-
fered. 

Scientific Registry means the registry 
of information on transplant recipients 
established pursuant to section 373 of 
the Act. 
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